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TITLE X - POPULATION RESEARCH AND VOLUNTARY
FAMILY PLANNING PROGRAMS

PROJECT GRANTS AND CONTRACTS FOR FAMILY PLANNING SERVICES
SEC. 1001 [300]

(a)The Secretary is authorized to make grants to and enter into contracts with public or nonprofit
private entities to assist in the establishment and operation of voluntary family planning projects which shall
offer a broad range of acceptable and effective family planning methods and services (including natural
family planning methods, infertility services, and services for adolescents). To the extent practicable, entities
which receive grants or contracts under this subsection shall encourage family 1 participation in projects
assisted under this subsection. 

(b)In making grants and contracts under this section the Secretary shall take into account the number
of patients to be served, the extent to which family planning services are needed locally, the relative need
of the applicant, and its capacity to make rapid and effective use of such assistance. Local and regional
entities shall be assured the right to apply for direct grants and contracts under this section, and the
Secretary shall by regulation fully provide for and protect such right. 
     (c)The Secretary, at the request of a recipient of a grant under subsection (a), may reduce the amount
of such grant by the fair market value of any supplies or equipment furnished the grant recipient by the
Secretary. The amount by which any such grant is so reduced shall be available for payment by the
Secretary of the costs incurred in furnishing the supplies or equipment on which the reduction of such grant
is based. Such amount shall be deemed as part of the grant and shall be deemed to have been paid to the
grant recipient. 
     (d)For the purpose of making grants and contracts under this section, there are authorized to be
appropriated $30,000,000 for the fiscal year ending June 30, 1971; $60,000,000 for the fiscal year ending
June 30, 1972; $111,500,000 for the fiscal year ending June 30, 1973, $111,500,000 each for the fiscal
years ending June 30, 1974, and June 30, 1975; $115,000,000 for fiscal year 1976; 
$115,000,000 for the fiscal year ending September 30, 1977;
$136,400,000 for the fiscal year ending September 30, 1978; 
$200,000,000 for the fiscal year ending September 30, 1979; 
$230,000,000 for the fiscal year ending September 30, 1980; 
$264,500,000 for the fiscal year ending September 30, 1981; 
$126,510,000 for the fiscal year ending September 30, 1982; 
$139,200,000 for the fiscal year ending September 30, 1983; 
$150,030,000 for the fiscal year ending September 30, 1984; and 
$158,400,000 for the fiscal year ending September 30, 1985. 

1 So in law.  See section 931(b)(I) of Public Law 97-35 (95 Stat. 570).  Probably should be “family”.



FORMULA GRANTS TO STATES FOR FAMILY PLANNING SERVICES
SEC. 1002 [300a] 

(a)The Secretary is authorized to make grants, from allotments made under subsection (b), to State
health authorities to assist in planning, establishing, maintaining, coordinating, and evaluating family planning
services. No grant may be made to a State health authority under this section unless such authority has
submitted, and had approved by the Secretary, a State plan for a coordinated and comprehensive program
of family planning services. 

(b)The sums appropriated to carry out the provisions of this section shall be allotted to the States by
the Secretary on the basis of the population and the financial need of the respective States.

(c)For the purposes of this section, the term ''State'' includes the Commonwealth of Puerto Rico, the
Northern Mariana Islands, Guam, American Samoa, the Virgin Islands, the District of Columbia, and the
Trust Territory of the Pacific Islands. 

(d)For the purpose of making grants under this section, there are authorized to be appropriated
$10,000,000 for the fiscal year ending June 30, 1971; $15,000,000 for the fiscal year ending June 30,
1972; and $20,000,000 for the fiscal year ending June 30, 1973.

TRAINING GRANTS AND CONTRACTS; AUTHORIZATION OF APPROPRIATIONS
SEC. 1003 [300a-1]

(a) The Secretary is authorized to make grants to public or nonprofit private entities and to enter into
contracts with public or private entities and individuals to provide the training for personnel to carry out
family planning service programs described in section 1001 or 1002 of this title. 

(b) For the purpose of making payments pursuant to grants and contracts under this section, there are
authorized to be appropriated $2,000,000 for the fiscal year ending June 30, 1971; $3,000,000 for the
fiscal year ending June 30, 1972; $4,000,000 for the fiscal year ending June 30, 1973; $3,000,000 each
for the fiscal years ending June 30, 1974 and June 30, 1975; $4,000,000 for fiscal year ending 1976;
$5,000,000 for the fiscal year ending September 30, 1977; $3,000,000 for the fiscal year ending
September 30, 1978; $3,100,000 for the fiscal year ending September 30, 1979; $3,600,000 for the fiscal
year ending September 30, 1980; $4,100,000 for the fiscal year ending September 30, 1981; $2,920,000
for the fiscal year ending September 30, 1982; $3,200,000 for the fiscal year ending September 30, 1983;
$3,500,000 for the fiscal year ending September 30, 1984; and $3,500,000 for the fiscal year ending
September 30, 1985. 

RESEARCH
SEC. 1004 [300a-2] 
The Secretary may - 

(1) conduct, and 
(2) make grants to public or nonprofit private entities and enter into contracts with public or private

entities and individuals for projects for, research in the biomedical, contraceptive development, behavioral,
and program implementation fields related to family planning and population. 



INFORMATIONAL AND EDUCATIONAL MATERIALS
SEC. 1005 [300a-3]

(a) The Secretary is authorized to make grants to public or nonprofit private entities and to enter into
contracts with public or private entities and individuals to assist in developing and making available family
planning and population growth information (including educational materials) to all persons desiring such
information (or materials). 

(b) For the purpose of making payments pursuant to grants and contracts under this section, there are
authorized to be appropriated $750,000 for the fiscal year ending June 30, 1971; $1,000,000 for the fiscal
year ending June 30, 1972; $1,250,000 for the fiscal year ending June 30, 1973; $909,000 each for the
fiscal years ending June 30, 1974, and June 30, 1975; $2,000,000 for fiscal year 1976; $2,500,000 for
the fiscal year ending September 30, 1977; $600,000 for the fiscal year ending September 30, 1978;
$700,000 for the fiscal year ending September 30, 1979; $805,000 for the fiscal year ending September
30, 1980; $926,000 for the fiscal year ending September 30, 1981; $570,000 for the fiscal year ending
September 30, 1982; $600,000 for the fiscal year ending September 30, 1983; $670,000 for the fiscal
year ending September 30, 1984; and $700,000 for the fiscal year ending September 30, 1985.

REGULATIONS AND PAYMENTS
SEC. 1006 [300a-4] 

(a)Grants and contracts made under this subchapter shall be made in accordance with such regulations
as the Secretary may promulgate. The amount of any grant under any section of this title shall be determined
by the Secretary; except that no grant under any such section for any program or project for a fiscal year
beginning after June 30, 1975, may be made for less than 90 per centum of its costs (as determined under
regulations of the Secretary) unless the grant is to be made for a program or project for which a grant was
made (under the same section) for the fiscal year ending June 30, 1975, for less than 90 per centum of its
costs (as so determined), in which case a grant under such section for that program or project for a fiscal
year beginning after that date may be made for a percentage which shall not be less than the percentage
of its costs for which the fiscal year 1975 grant was made. 

(b)Grants under this title shall be payable in such installments and subject to such conditions as the
Secretary may determine to be appropriate to assure that such grants will be effectively utilized for the
purposes for which made.

(c)A grant may be made or contract entered into under section 1001 or 1002 for a family planning
service project or program only upon assurances satisfactory to the Secretary that-- 

(1) priority will be given in such project or program to the furnishing of such services to persons
from low-income families; and 

(2) no charge will be made in such project or program for services provided to any person from
a low-income family except to the extent that payment will be made by a third party (including a
government agency) which is authorized or is under legal obligation to pay such charge. 

For purposes of this subsection, the term ''low-income family'' shall be defined by the Secretary in



accordance with such criteria as he may prescribe so as to insure that economic status shall not be a
deterrent to participation in the programs assisted under this title.

(d)(1) A grant may be made or a contract entered into under section 1001 or 1005 only upon
assurances satisfactory to the Secretary that informational or educational materials developed or made
available under the grant or contract will be suitable for the purposes of this title and for the population or
community to which they are to be made available, taking into account the educational and cultural
background of the individuals to whom such materials are addressed and the standards of such population
or community with respect to such materials. 

(2) In the case of any grant or contract under section 1001, such assurances shall provide for the
review and approval of the suitability of such materials, prior to their distribution, by an advisory committee
established by the grantee or contractor in accordance with the Secretary's regulations. Such a committee
shall include individuals broadly representative of the population or community to which the materials are
to be made available.

VOLUNTARY PARTICIPATION
SEC. 1007 [300a-5]  
The acceptance by any individual of family planning services or family planning or population growth
information (including educational materials) provided through financial assistance under this title (whether
by grant or contract) shall be voluntary and shall not be a prerequisite to eligibility for or receipt of any other
service or assistance from, or to participation in, any other program of the entity or individual that provided
such service or information. 

PROHIBITION OF ABORTION
SEC. 1008 1  [300a-6] 
None of the funds appropriated under this title shall be used in programs where abortion is a method of
family planning.

1 Section 1009 was repealed by section 601(a)(1)(G) of Public Law 105-362 (112 Stat. 3285).
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(2) The trainee is not eligible or able
to continue in attendance in accord-
ance with its standards and practices.

[45 FR 73658, Nov. 6, 1980. Redesignated at 61
FR 6131, Feb. 16, 1996]

§ 58.232 What additional Department
regulations apply to grantees?

Several other Department regula-
tions apply to grantees. They include,
but are not limited to:

42 CFR part 50, subpart D—Public Health
Service grant appeals procedure

45 CFR part 16—Procedures of the Depart-
mental Grant Appeals Board

45 CFR part 46—Protection of human sub-
jects

45 CFR part 74—Administration of grants
45 CFR part 80—Nondiscrimination under

programs receiving Federal assistance
through the Department of Health and
Human Services effectuation of title VI of
the Civil Rights Act of 1964

45 CFR part 81—Practice and procedure for
hearings under part 80 of this title

45 CFR part 83—Regulation for the adminis-
tration and enforcement of sections 794 and
855 of the Public Health Service Act

45 CFR part 84—Nondiscrimination on the
basis of handicap in programs and activi-
ties receiving or benefiting from Federal
financial assistance

45 CFR part 86—Nondiscrimination on the
basis of sex in education programs and ac-
tivities receiving or benefiting from Fed-
eral financial assistance

45 CFR part 91—Nondiscrimination on the
basis of age in HHS programs or activities
receiving Federal financial assistance

45 CFR part 93—New restrictions on lobbying

[49 FR 38116, Sept. 27, 1984. Redesignated and
amended at 61 FR 6131, Feb. 16, 1996]

§ 58.233 What other audit and inspec-
tion requirements apply to grant-
ees?

Each entity which receives a grant
under this subpart must meet the re-
quirements of 45 CFR part 74 con-
cerning audit and inspection.

[61 FR 6131, Feb. 16, 1996; 61 FR 51020, Sept.
30, 1996]

§ 58.234 Additional conditions.
The Secretary may impose additional

conditions in the grant award before or
at the time of the award if he or she de-
termines that these conditions are nec-
essary to assure or protect the ad-
vancement of the approved activity,

the interest of the public health, or the
conservation of grant funds.

[45 FR 73658, Nov. 6, 1980. Redesignated at 61
FR 6131, Feb. 16, 1996]

Subparts E–F [Reserved]

PART 59—GRANTS FOR FAMILY
PLANNING SERVICES

Subpart A—Project Grants for Family
Planning Services

Sec.
59.1 To what programs do these regulations

apply?
59.2 Definitions.
59.3 Who is eligible to apply for a family

planning services grant?
59.4 How does one apply for a family plan-

ning services grant?
59.5 What requirements must be met by a

family planning project?
59.6 What procedures apply to assure the

suitability of informational and edu-
cational material?

59.7 What criteria will the Department of
Health and Human Services use to decide
which family planning services projects
to fund and in what amount?

59.8 How is a grant awarded?
59.9 For what purposes may grant funds be

used?
59.10 What other HHS regulations apply to

grants under this subpart?
59.11 Confidentiality.
59.12 Additional conditions.

Subpart B [Reserved]

Subpart C—Grants for Family Planning
Service Training

59.201 Applicability.
59.202 Definitions.
59.203 Eligibility.
59.204 Application for a grant.
59.205 Project requirements.
59.206 Evaluation and grant award.
59.207 Payments.
59.208 Use of project funds.
59.209 Civil rights.
59.210 Inventions or discoveries.
59.211 Publications and copyright.
59.212 Grantee accountability.
59.213 [Reserved]
59.214 Additional conditions.
59.215 Applicability of 45 CFR part 74.

Subpart A—Project Grants for
Family Planning Services

AUTHORITY: 42 U.S.C. 300a–4.
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SOURCE: 65 FR 41278, July 3, 2000, unless
otherwise noted.

§ 59.1 To what programs do these reg-
ulations apply?

The regulations of this subpart are
applicable to the award of grants under
section 1001 of the Public Health Serv-
ice Act (42 U.S.C. 300) to assist in the
establishment and operation of vol-
untary family planning projects. These
projects shall consist of the edu-
cational, comprehensive medical, and
social services necessary to aid individ-
uals to determine freely the number
and spacing of their children.

[65 FR 41278, July 3, 2000; 65 FR 49057, Aug. 10,
2000]

§ 59.2 Definitions.
As used in this subpart:
Act means the Public Health Service

Act, as amended.
Family means a social unit composed

of one person, or two or more persons
living together, as a household.

Low income family means a family
whose total annual income does not ex-
ceed 100 percent of the most recent
Poverty Guidelines issued pursuant to
42 U.S.C. 9902(2). ‘‘Low-income family’’
also includes members of families
whose annual family income exceeds
this amount, but who, as determined
by the project director, are unable, for
good reasons, to pay for family plan-
ning services. For example,
unemancipated minors who wish to re-
ceive services on a confidential basis
must be considered on the basis of
their own resources.

Nonprofit, as applied to any private
agency, institution, or organization,
means that no part of the entity’s net
earnings benefit, or may lawfully ben-
efit, any private shareholder or indi-
vidual.

Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved
has been delegated.

State includes, in addition to the sev-
eral States, the District of Columbia,
Guam, the Commonwealth of Puerto
Rico, the Northern Mariana Islands,
the U.S. Virgin Islands, American
Samoa, the U.S. Outlying Islands (Mid-

way, Wake, et al.), the Marshall Is-
lands, the Federated State of Micro-
nesia and the Republic of Palau.

[65 FR 41278, July 3, 2000; 65 FR 49057, Aug. 10,
2000]

§ 59.3 Who is eligible to apply for a
family planning services grant?

Any public or nonprofit private enti-
ty in a State may apply for a grant
under this subpart.

§ 59.4 How does one apply for a family
planning services grant?

(a) Application for a grant under this
subpart shall be made on an authorized
form.

(b) An individual authorized to act
for the applicant and to assume on be-
half of the applicant the obligations
imposed by the terms and conditions of
the grant, including the regulations of
this subpart, must sign the application.

(c) The application shall contain—
(1) A description, satisfactory to the

Secretary, of the project and how it
will meet the requirements of this sub-
part;

(2) A budget and justification of the
amount of grant funds requested;

(3) A description of the standards and
qualifications which will be required
for all personnel and for all facilities to
be used by the project; and

(4) Such other pertinent information
as the Secretary may require.

§ 59.5 What requirements must be met
by a family planning project?

(a) Each project supported under this
part must:

(1) Provide a broad range of accept-
able and effective medically approved
family planning methods (including
natural family planning methods) and
services (including infertility services
and services for adolescents). If an or-
ganization offers only a single method
of family planning, it may participate
as part of a project as long as the en-
tire project offers a broad range of fam-
ily planning services.

(2) Provide services without sub-
jecting individuals to any coercion to
accept services or to employ or not to
employ any particular methods of fam-
ily planning. Acceptance of services
must be solely on a voluntary basis and
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1 Section 205 of Pub. L. 94–63 states: ‘‘Any
(1) officer or employee of the United States,
(2) officer or employee of any State, political
subdivision of a State, or any other entity,
which administers or supervises the adminis-
tration of any program receiving Federal fi-
nancial assistance, or (3) person who re-
ceives, under any program receiving Federal
assistance, compensation for services, who
coerces or endeavors to coerce any person to
undergo an abortion or sterilization proce-
dure by threatening such person with the
loss of, or disqualification for the receipt of,
any benefit or service under a program re-
ceiving Federal financial assistance shall be
fined not more than $1,000 or imprisoned for
not more than one year, or both.’’

may not be made a prerequisite to eli-
gibility for, or receipt of, any other
services, assistance from or participa-
tion in any other program of the appli-
cant.1

(3) Provide services in a manner
which protects the dignity of the indi-
vidual.

(4) Provide services without regard to
religion, race, color, national origin,
handicapping condition, age, sex, num-
ber of pregnancies, or marital status.

(5) Not provide abortion as a method
of family planning. A project must:

(i) Offer pregnant women the oppor-
tunity to be provided information and
counseling regarding each of the fol-
lowing options:

(A) Prenatal care and delivery;
(B) Infant care, foster care, or adop-

tion; and
(C) Pregnancy termination.
(ii) If requested to provide such infor-

mation and counseling, provide neu-
tral, factual information and nondirec-
tive counseling on each of the options,
and referral upon request, except with
respect to any option(s) about which
the pregnant woman indicates she does
not wish to receive such information
and counseling.

(6) Provide that priority in the provi-
sion of services will be given to persons
from low-income families.

(7) Provide that no charge will be
made for services provided to any per-
sons from a low-income family except
to the extent that payment will be
made by a third party (including a gov-
ernment agency) which is authorized to
or is under legal obligation to pay this
charge.

(8) Provide that charges will be made
for services to persons other than those
from low-income families in accord-
ance with a schedule of discounts based
on ability to pay, except that charges
to persons from families whose annual
income exceeds 250 percent of the lev-
els set forth in the most recent Pov-
erty Guidelines issued pursuant to 42
U.S.C. 9902(2) will be made in accord-
ance with a schedule of fees designed to
recover the reasonable cost of pro-
viding services.

(9) If a third party (including a Gov-
ernment agency) is authorized or le-
gally obligated to pay for services, all
reasonable efforts must be made to ob-
tain the third-party payment without
application of any discounts. Where the
cost of services is to be reimbursed
under title XIX, XX, or XXI of the So-
cial Security Act, a written agreement
with the title XIX, XX or XXI agency
is required.

(10)(i) Provide that if an application
relates to consolidation of service
areas or health resources or would oth-
erwise affect the operations of local or
regional entities, the applicant must
document that these entities have been
given, to the maximum feasible extent,
an opportunity to participate in the de-
velopment of the application. Local
and regional entities include existing
or potential subgrantees which have
previously provided or propose to pro-
vide family planning services to the
area proposed to be served by the appli-
cant.

(ii) Provide an opportunity for max-
imum participation by existing or po-
tential subgrantees in the ongoing pol-
icy decisionmaking of the project.

(11) Provide for an Advisory Com-
mittee as required by § 59.6.

(b) In addition to the requirements of
paragraph (a) of this section, each
project must meet each of the fol-
lowing requirements unless the Sec-
retary determines that the project has
established good cause for its omission.
Each project must:

(1) Provide for medical services re-
lated to family planning (including
physician’s consultation, examination
prescription, and continuing super-
vision, laboratory examination, contra-
ceptive supplies) and necessary referral
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to other medical facilities when medi-
cally indicated, and provide for the ef-
fective usage of contraceptive devices
and practices.

(2) Provide for social services related
to family planning, including coun-
seling, referral to and from other social
and medical services agencies, and any
ancillary services which may be nec-
essary to facilitate clinic attendance.

(3) Provide for informational and
educational programs designed to—

(i) Achieve community under-
standing of the objectives of the pro-
gram;

(ii) Inform the community of the
availability of services; and

(iii) Promote continued participation
in the project by persons to whom fam-
ily planning services may be beneficial.

(4) Provide for orientation and in-
service training for all project per-
sonnel.

(5) Provide services without the im-
position of any durational residency re-
quirement or requirement that the pa-
tient be referred by a physician.

(6) Provide that family planning
medical services will be performed
under the direction of a physician with
special training or experience in family
planning.

(7) Provide that all services pur-
chased for project participants will be
authorized by the project director or
his designee on the project staff.

(8) Provide for coordination and use
of referral arrangements with other
providers of health care services, local
health and welfare departments, hos-
pitals, voluntary agencies, and health
services projects supported by other
federal programs.

(9) Provide that if family planning
services are provided by contract or
other similar arrangements with ac-
tual providers of services, services will
be provided in accordance with a plan
which establishes rates and method of
payment for medical care. These pay-
ments must be made under agreements
with a schedule of rates and payment
procedures maintained by the grantee.
The grantee must be prepared to sub-
stantiate, that these rates are reason-
able and necessary.

(10) Provide, to the maximum fea-
sible extent, an opportunity for partici-
pation in the development, implemen-

tation, and evaluation of the project by
persons broadly representative of all
significant elements of the population
to be served, and by others in the com-
munity knowledgeable about the com-
munity’s needs for family planning
services.

[65 FR 41278, July 3, 2000; 65 FR 49057, Aug. 10,
2000]

§ 59.6 What procedures apply to assure
the suitability of informational and
educational material?

(a) A grant under this section may be
made only upon assurance satisfactory
to the Secretary that the project shall
provide for the review and approval of
informational and educational mate-
rials developed or made available under
the project by an Advisory Committee
prior to their distribution, to assure
that the materials are suitable for the
population or community to which
they are to be made available and the
purposes of title X of the Act. The
project shall not disseminate any such
materials which are not approved by
the Advisory Committee.

(b) The Advisory Committee referred
to in paragraph (a) of this section shall
be established as follows:

(1) Size. The Committee shall consist
of no fewer than five but not more than
nine members, except that this provi-
sion may be waived by the Secretary
for good cause shown.

(2) Composition. The Committee shall
include individuals broadly representa-
tive (in terms of demographic factors
such as race, color, national origin,
handicapped condition, sex, and age) of
the population or community for which
the materials are intended.

(3) Function. In reviewing materials,
the Advisory Committee shall:

(i) Consider the educational and cul-
tural backgrounds of individuals to
whom the materials are addressed;

(ii) Consider the standards of the pop-
ulation or community to be served
with respect to such materials;

(iii) Review the content of the mate-
rial to assure that the information is
factually correct;

(iv) Determine whether the material
is suitable for the population or com-
munity to which is to be made avail-
able; and
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(v) Establish a written record of its
determinations.

§ 59.7 What criteria will the Depart-
ment of Health and Human Services
use to decide which family planning
services projects to fund and in
what amount?

(a) Within the limits of funds avail-
able for these purposes, the Secretary
may award grants for the establish-
ment and operation of those projects
which will in the Department’s judg-
ment best promote the purposes of sec-
tion 1001 of the Act, taking into ac-
count:

(1) The number of patients, and, in
particular, the number of low-income
patients to be served;

(2) The extent to which family plan-
ning services are needed locally;

(3) The relative need of the applicant;
(4) The capacity of the applicant to

make rapid and effective use of the fed-
eral assistance;

(5) The adequacy of the applicant’s
facilities and staff;

(6) The relative availability of non-
federal resources within the commu-
nity to be served and the degree to
which those resources are committed
to the project; and

(7) The degree to which the project
plan adequately provides for the re-
quirements set forth in these regula-
tions.

(b) The Secretary shall determine the
amount of any award on the basis of
his estimate of the sum necessary for
the performance of the project. No
grant may be made for less than 90 per-
cent of the project’s costs, as so esti-
mated, unless the grant is to be made
for a project which was supported,
under section 1001, for less than 90 per-
cent of its costs in fiscal year 1975. In
that case, the grant shall not be for
less than the percentage of costs cov-
ered by the grant in fiscal year 1975.

(c) No grant may be made for an
amount equal to 100 percent for the
project’s estimated costs.

§ 59.8 How is a grant awarded?
(a) The notice of grant award speci-

fies how long HHS intends to support
the project without requiring the
project to recompete for funds. This pe-
riod, called the project period, will usu-
ally be for three to five years.

(b) Generally the grant will initially
be for one year and subsequent con-
tinuation awards will also be for one
year at a time. A grantee must submit
a separate application to have the sup-
port continued for each subsequent
year. Decisions regarding continuation
awards and the funding level of such
awards will be made after consider-
ation of such factors as the grantee’s
progress and management practices,
and the availability of funds. In all
cases, continuation awards require a
determination by HHS that continued
funding is in the best interest of the
government.

(c) Neither the approval of any appli-
cation nor the award of any grant com-
mits or obligates the United States in
any way to make any additional, sup-
plemental, continuation, or other
award with respect to any approved ap-
plication or portion of an approved ap-
plication.

§ 59.9 For what purpose may grant
funds be used?

Any funds granted under this subpart
shall be expended solely for the purpose
for which the funds were granted in ac-
cordance with the approved application
and budget, the regulations of this sub-
part, the terms and conditions of the
award, and the applicable cost prin-
ciples prescribed in 45 CFR Part 74 or
Part 92, as applicable.

§ 59.10 What other HHS regulations
apply to grants under this subpart?

Attention is drawn to the following
HHS Department-wide regulations
which apply to grants under this sub-
part. These include:

37 CFR Part 401—Rights to inventions made
by nonprofit organizations and small busi-
ness firms under government grants, con-
tracts, and cooperative agreements

42 CFR Part 50, Subpart D—Public Health
Service grant appeals procedure

45 CFR Part 16—Procedures of the Depart-
mental Grant Appeals Board

45 CFR Part 74—Uniform administrative re-
quirements for awards and subawards to
institutions of higher education, hospitals,
other nonprofit organizations, and com-
mercial organizations; and certain grants
and agreements with states, local govern-
ments and Indian tribal governments

45 CFR Part 80—Nondiscrimination under
programs receiving Federal assistance
through the Department of Health and
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Human Services effectuation of Title VI of
the Civil Rights Act of 1964

45 CFR Part 81—Practice and procedure for
hearings under Part 80 of this Title

45 CFR Part 84—Nondiscrimination on the
basis of handicap in programs and activi-
ties receiving or benefitting from Federal
financial assistance

45 CFR Part 91—Nondiscrimination on the
basis of age in HHS programs or activities
receiving Federal financial assistance

45 CFR Part 92—Uniform administrative re-
quirements for grants and cooperative
agreements to state and local governments

§ 59.11 Confidentiality.
All information as to personal facts

and circumstances obtained by the
project staff about individuals receiv-
ing services must be held confidential
and must not be disclosed without the
individual’s documented consent, ex-
cept as may be necessary to provide
services to the patient or as required
by law, with appropriate safeguards for
confidentiality. Otherwise, information
may be disclosed only in summary, sta-
tistical, or other form which does not
identify particular individuals.

§ 59.12 Additional conditions.
The Secretary may, with respect to

any grant, impose additional condi-
tions prior to or at the time of any
award, when in the Department’s judg-
ment these conditions are necessary to
assure or protect advancement of the
approved program, the interests of pub-
lic health, or the proper use of grant
funds.

[65 FR 41278, July 3, 2000; 65 FR 49057, Aug. 10,
2000]

Subpart B [Reserved]

Subpart C—Grants for Family
Planning Service Training

AUTHORITY: Sec. 6(c), 84 Stat. 1507, 42
U.S.C. 300a–4; sec. 6(c), 84 Stat. 1507, 42 U.S.C.
300a–1.

SOURCE: 37 FR 7093, Apr. 8, 1972, unless oth-
erwise noted.

§ 59.201 Applicability.
The regulations in this subpart are

applicable to the award of grants pur-
suant to section 1003 of the Public
Health Service Act (42 U.S.C. 300a–1) to

provide the training for personnel to
carry out family planning service pro-
grams described in sections 1001 and
1002 of the Public Health Service Act
(42 U.S.C. 300, 300a).

§ 59.202 Definitions.
As used in this subpart:
(a) Act means the Public Health Serv-

ice Act.
(b) State means one of the 50 States,

the District of Columbia, Puerto Rico,
Guam, the Virgin Islands, American
Samoa, or the Trust Territory of the
Pacific Islands.

(c) Nonprofit private entity means a
private entity no part of the net earn-
ings of which inures, or may lawfully
inure, to the benefit of any private
shareholder or individual.

(d) Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved
has been delegated.

(e) Training means job-specific skill
development, the purpose of which is to
promote and improve the delivery of
family planning services.

§ 59.203 Eligibility.
(a) Eligible applicants. Any public or

nonprofit private entity located in a
State is eligible to apply for a grant
under this subpart.

(b) Eligible projects. Grants pursuant
to section 1003 of the Act and this sub-
part may be made to eligible appli-
cants for the purpose of providing pro-
grams, not to exceed three months in
duration, for training family planning
or other health services delivery per-
sonnel in the skills, knowledge, and at-
titudes necessary for the effective de-
livery of family planning services: Pro-
vided, That the Secretary may in par-
ticular cases approve support of a pro-
gram whose duration is longer than
three months where he determines (1)
that such program is consistent with
the purposes of this subpart and (2)
that the program’s objectives cannot
be accomplished within three months
because of the unusually complex or
specialized nature of the training to be
undertaken.

[37 FR 7093, Apr. 8, 1972, as amended at 40 FR
17991, Apr. 24, 1975]
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1 Applications and instructions may be ob-
tained from the Program Director, Family
Planning Services, at the Regional Office of
the Department of Health and Human Serv-
ices for the region in which the project is to
be conducted, or the Office of Family Plan-
ning, Office of the Assistant Secretary for
Health, Washington, DC 20201.

§ 59.204 Application for a grant.

(a) An application for a grant under
this subpart shall be submitted to the
Secretary at such time and in such
form and manner as the Secretary may
prescribe. 1 The application shall con-
tain a full and adequate description of
the project and of the manner in which
the applicant intends to conduct the
project and carry out the requirements
of this subpart, and a budget and jus-
tification of the amount of grant funds
requested, and such other pertinent in-
formation as the Secretary may re-
quire.

(b) The application shall be executed
by an individual authorized to act for
the applicant and to assume for the ap-
plicant the obligations imposed by the
regulations of this subpart and any ad-
ditional conditions of the grant.

(Sec. 6(c), Public Health Service Act, 84 Stat.
1506 and 1507 (42 U.S.C. 300, 300a–1, and 300a–
4))

[37 FR 7093, Apr. 8, 1972, as amended at 49 FR
38116, Sept. 27, 1984]

§ 59.205 Project requirements.

An approvable application must con-
tain each of the following unless the
Secretary determines that the appli-
cant has established good cause for its
omission:

(a) Assurances that:
(1) No portion of the Federal funds

will be used to train personnel for pro-
grams where abortion is a method of
family planning.

(2) No portion of the Federal funds
will be used to provide professional
training to any student as part of his
education in pursuit of an academic de-
gree.

(3) No project personnel or trainees
shall on the grounds of sex, religion, or
creed be excluded from participation
in, be denied the benefits of, or be sub-
jected to discrimination under the
project.

(b) Provision of a methodology to as-
sess the particular training (e.g., skills,
attitudes, or knowledge) that prospec-
tive trainees in the area to be served
need to improve their delivery of fam-
ily planning services.

(c) Provision of a methodology to de-
fine the objectives of the training pro-
gram in light of the particular needs of
trainees defined pursuant to paragraph
(b) of this section.

(d) Provision of a method for develop-
ment of the training curriculum and
any attendant training materials and
resources.

(e) Provision of a method for imple-
mentation of the needed training.

(f) Provision of an evaluation meth-
odology, including the manner in
which such methodology will be em-
ployed, to measure the achievement of
the objectives of the training program.

(g) Provision of a method and criteria
by which trainees will be selected.

§ 59.206 Evaluation and grant award.

(a) Within the limits of funds avail-
able for such purpose, the Secretary
may award grants to assist in the es-
tablishment and operation of those
projects which will in his judgment
best promote the purposes of section
1003 of the Act, taking into account:

(1) The extent to which a training
program will increase the delivery of
services to people, particularly low-in-
come groups, with a high percentage of
unmet need for family planning serv-
ices;

(2) The extent to which the training
program promises to fulfill the family
planning services delivery needs of the
area to be served, which may include,
among other things:

(i) Development of a capability with-
in family planning service projects to
provide pre- and in-service training to
their own staffs;

(ii) Improvement of the family plan-
ning services delivery skills of family
planning and health services personnel;

(iii) Improvement in the utilization
and career development of paraprofes-
sional and paramedical manpower in
family planning services;

(iv) Expansion of family planning
services, particularly in rural areas,
through new or improved approaches to
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program planning and deployment of
resources;

(3) The capacity of the applicant to
make rapid and effective use of such
assistance;

(4) The administrative and manage-
ment capability and competence of the
applicant;

(5) The competence of the project
staff in relation to the services to be
provided; and

(6) The degree to which the project
plan adequately provides for the re-
quirements set forth in § 59.205.

(b) The amount of any award shall be
determined by the Secretary on the
basis of his estimate of the sum nec-
essary for all or a designated portion of
direct project costs plus an additional
amount for indirect costs, if any, which
will be calculated by the Secretary ei-
ther: (1) On the basis of his estimate of
the actual indirect costs reasonably re-
lated to the project, or (2) on the basis
of a percentage of all, or a portion of,
the estimated direct costs of the
project when there are reasonable as-
surances that the use of such percent-
age will not exceed the approximate
actual indirect costs. Such award may
include an estimated provisional
amount for indirect costs or for des-
ignated direct costs (such as travel or
supply costs) subject to upward (within
the limits of available funds) as well as
downward adjustments to actual costs
when the amount properly expended by
the grantee for provisional items has
been determined by the Secretary.

(c) Allowability of costs shall be in
conformance with the applicable cost
principles prescribed by Subpart Q of 35
CFR part 74.

(d) All grant awards shall be in writ-
ing, shall set forth the amount of funds
granted and the period for which sup-
port is recommended.

(e) Neither the approval of any proj-
ect nor any grant award shall commit
or obligate the United States in any
way to make any additional, supple-
mental, continuation, or other award
with respect to any approved project or
portion thereof. For continuation sup-
port, grantees must make separate ap-
plication annually at such times and in
such form as the Secretary may direct.

[37 FR 7093, Apr. 8, 1972, as amended at 38 FR
26199, Sept. 19, 1973]

§ 59.207 Payments.
The Secretary shall from time to

time make payments to a grantee of all
or a portion of any grant award, either
in advance or by way of reimbursement
for expenses incurred or to be incurred
in the performance of the project to
the extent he determines such pay-
ments necessary to promote prompt
initiation and advancement of the ap-
proved project.

§ 59.208 Use of project funds.
(a) Any funds granted pursuant to

this subpart as well as other funds to
be used in performance of the approved
project shall be expended solely for
carrying out the approved project in
accordance with the statute, the regu-
lations of this subpart, the terms and
conditions of the award, and, except as
may otherwise be provided in this sub-
part, the applicable cost principles pre-
scribed by subpart Q of 45 CFR part 74.

(b) Prior approval by the Secretary of
revision of the budget and project plan
is required whenever there is to be a
significant change in the scope or na-
ture of project activities.

(c) The Secretary may approve the
payment of grant funds to trainees for:

(1) Return travel to the trainee’s
point of origin.

(2) Per diem during the training pro-
gram, and during travel to and from
the program, at the prevailing institu-
tional or governmental rate, whichever
is lower.

[37 FR 7093, Apr. 8, 1972, as amended at 38 FR
26199, Sept. 19, 1973]

§ 59.209 Civil rights.
Attention is called to the require-

ments of Title VI of the Civil Rights
Act of 1964 (78 Stat. 252, 42 U.S.C. 2000d
et seq.) and in particular section 601 of
such Act which provides that no person
in the United States shall, on the
grounds of race, color, or national ori-
gin be excluded from participation in,
be denied the benefits of, or be sub-
jected to discrimination under any pro-
gram or activity receiving Federal fi-
nancial assistance. A regulation
impelmenting such title VI, which ap-
plies to grants made under this part,
has been issued by the Secretary of
Health and Human Services with the
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approval of the President (45 CFR part
80).

§ 59.210 Inventions or discoveries.
Any grant award pursuant to § 59.206

is subject to the regulations of the De-
partment of Health and Human Serv-
ices as set forth in 45 CFR parts 6 and
8, as amended. Such regulations shall
apply to any activity for which grant
funds are in fact used whether within
the scope of the project as approved or
otherwise. Appropriate measures shall
be taken by the grantee and by the
Secretary to assure that no contracts,
assignments or other arrangements in-
consistent with the grant obligation
are continued or entered into and that
all personnel involved in the supported
activity are aware of and comply with
such obligations. Laboratory notes, re-
lated technical data, and information
pertaining to inventions and discov-
eries shall be maintained for such peri-
ods, and filed with or otherwise made
available to the Secretary, or those he
may designate at such times and in
such manner, as he may determine nec-
essary to carry out such Department
regulations.

§ 59.211 Publications and copyright.
Except as may otherwise be provided

under the terms and conditions of the
award, the grantee may copyright
without prior approval any publica-
tions, films or similar materials devel-
oped or resulting from a project sup-
ported by a grant under this part, sub-
ject, however, to a royalty-free, non-
exclusive, and irrevocable license or
right in the Government to reproduce,
translate, publish, use, disseminate,
and dispose of such materials and to
authorize others to do so.

§ 59.212 Grantee accountability.
(a) Accounting for grant award pay-

ments. All payments made by the Sec-
retary shall be recorded by the grantee
in accounting records separate from
the records of all other grant funds, in-
cluding funds derived from other grant
awards. With respect to each approved
project the grantee shall account for
the sum total of all amounts paid by
presenting or otherwise making avail-
able evidence satisfactory to the Sec-
retary of expenditures for direct and

indirect costs meeting the require-
ments of this part: Provided, however,
That when the amount awarded for in-
direct costs was based on a predeter-
mined fixed-percentage of estimated di-
rect costs, the amount allowed for indi-
rect costs shall be computed on the
basis of such predetermined fixed-per-
centage rates applied to the total, or a
selected element thereof, of the reim-
bursable direct costs incurred.

(b) [Reserved]
(c) Accounting for grant-related in-

come—(1) Interest. Pursuant to section
203 of the Intergovernmental Coopera-
tion Act of 1968 (42 U.S.C. 4213), a State
will not be held accountable for inter-
est earned on grant funds, pending
their disbursement for grant purposes.
A State, as defined in section 102 of the
Intergovernmental Cooperation Act,
means any one of the several States,
the District of Columbia, Puerto Rico,
any territory or possession of the
United States, or any agency or instru-
mentality of a State, but does not in-
clude the governments of the political
subdivisions of the State. All grantees
other than a State, as defined in this
subsection, must return all interest
earned on grant funds to the Federal
Government.

(d) Grant closeout—(1) Date of final ac-
counting. A grantee shall render, with
respect to each approved project, a full
account, as provided herein, as of the
date of the termination of grant sup-
port. The Secretary may require other
special and periodic accounting.

(2) Final settlement. There shall be
payable to the Federal Government as
final settlement with respect to each
approved project the total sum of:

(i) Any amount not accounted for
pursuant to paragraph (a) of this sec-
tion;

(ii) Any credits for earned interest
pursuant to paragraph (c)(1) of this sec-
tion;

(iii) Any other amounts due pursuant
to subparts F, M, and O of 45 CFR part
74.

Such total sum shall constitute a debt
owed by the grantee to the Federal
Government and shall be recovered
from the grantee or its successors or
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assignees by setoff or other action as
provided by law.

[36 FR 18465, Sept. 15, 1971, as amended at 38
FR 26199, Sept. 19, 1973]

§ 59.213 [Reserved]

§ 59.214 Additional conditions.
The Secretary may with respect to

any grant award impose additional
conditions prior to or at the time of
any award when in his judgment such
conditions are necessary to assure or
protect advancement of the approved
project, the interests of public health,
or the conservation of grant funds.

§ 59.215 Applicability of 45 CFR part
74.

The provisions of 45 CFR part 74, es-
tablishing uniform administrative re-
quirements and cost principles, shall
apply to all grants under this subpart
to State and local governments as
those terms are defined in subpart A of
that part 74. The relevant provisions of
the following subparts of part 74 shall
also apply to grants to all other grant-
ee organizations under this subpart.

45 CFR PART 74

Subpart:
A General.
B Cash Depositories.
C Bonding and Insurance.
D Retention and Custodial Requirements

for Records.
F Grant-Related Income.
G Matching and Cost Sharing.
K Grant Payment Requirements.
L Budget Revision Procedures.
M Grant Closeout, Suspension, and Termi-

nation.
O Property.
Q Cost Principles.

[38 FR 26199, Sept. 19, 1973]

PART 59a—NATIONAL LIBRARY OF
MEDICINE GRANTS

Subpart A—Grants for Establishing, Ex-
panding, and Improving Basic Re-
sources

Sec.
59a.1 Programs to which these regulations

apply.
59a.2 Definitions.
59a.3 Who is eligible for a grant?
59a.4 How are grant applications evaluated?
59a.5 Awards.
59a.6 How may funds or materials be used?

59a.7 Other HHS regulations that apply.

Subpart B—Establishment of Regional
Medical Libraries

59a.11 Programs to which these regulations
apply.

59a.12 Definitions.
59a.13 Who is eligible for a grant?
59a.14 How to apply.
59a.15 Awards.
59a.16 What other conditions apply?
59a.17 Other HHS regulations that apply.

SOURCE: 56 FR 29189, June 26, 1991, unless
otherwise noted.

Subpart A—Grants for Establishing,
Expanding, and Improving
Basic Resources

AUTHORITY: 42 U.S.C. 286b–2, 286b–5.

§ 59a.1 Programs to which these regu-
lations apply.

(a) The regulations of this subpart
apply to grants of funds, materials, or
both, for establishing, expanding, and
improving basic medical library re-
sources as authorized by section 474 of
the Act (42 U.S.C. 286b–5).

(b) This subpart also applies to coop-
erative agreements awarded for this
purpose. In these circumstances, ref-
erences to ‘‘grant(s)’’ shall include ‘‘co-
operative agreements(s).’’

§ 59a.2 Definitions.

Undefined terms have the same
meaning as provided in the Act. As
used in this subpart:

Act means the Public Health Service
Act, as amended (42 U.S.C. 201 et seq.).

Project period—See § 59a.5(c).
Related instrumentality means a public

or private institution, organization, or
agency, other than a medical library,
whose primary function is the acquisi-
tion, preservation, dissemination, and/
or processing of information relating
to the health sciences.

Secretary means the Secretary of
Health and Human Services and any
other official of the Department of
Health and Human Services to whom
the authority involved is delegated.
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ACRONYMS 
The following is a list of acronyms and abbreviations used throughout this document. 

 

ACRONYM/ 

ABBREVIATION  

TERM 

CFR Code of Federal Regulations 

FDA U.S. Food and Drug Administration 

FPL Federal Poverty Level 

HHS U.S. Department of Health and Human Services 

HIV Human Immunodeficiency Virus 

I&E Information and Education 

NOA Notice of Award 

OASH Office of the Assistant Secretary for Health 

OGM Office of Grants Management 

OMB Office of Management and Budget 

OPA Office of Population Affairs 

OSHA Occupational Safety and Health Administration 

PHS U.S. Public Health Service 

STD Sexually Transmitted Disease 

 

COMMONLY USED REFERENCES 
As a Federal grant program, requirements for the Title X Family Planning Program are 

established by Federal law and regulations. For ease of reference, the law and regulations most 

cited in this document are listed below.  Other applicable regulations and laws are cited 

throughout the document. 

 

Law 

 Title X Public Law 

(“Family Planning Services and Population 

Research Act of 1970”) 

Public Law 91-572 
 

Law 
Title X Statute 

(“Title X of the Public Health Service  Act”) 

42 U.S.C.300, et 
seq.  

Regulation 

Sterilization Regulations 

(“Sterilization of persons in Federally Assisted 

Family Planning Projects”) 

42 CFR part 50, 

subpart B  

Regulation 
Title X Regulations 

(“Project Grants for Family Planning Services”) ( 

42 CFR part 59, 

subpart A  

Regulation HHS Grants Administration Regulations  45 CFR parts 74 
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(“Uniform Administrative Requirements for Awards 

and Subawards to Institutions of Higher Education, 

Hospitals, Other Nonprofit Organizations, and 

Commercial Organizations” (part 74) and “Uniform 

Administrative Requirements for Grants and 

Cooperative Agreements to State, Local, and Tribal 

Governments” (part 92))  

and 92 

Regulation 

 “Uniform Administrative Requirements for Grants 

and Agreements with Institutions of Higher 

Education, Hospitals, and Other Non-profit 

Organizations” 

2 CFR 215 (OMB 

Circular A-110) 
 

OMB Circular 
“Grants and Cooperative Agreements with State 

and Local Governments” 

 OMB Circular A-

102 
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INTRODUCTION 

 

To assist individuals in determining the number and spacing of their children through the 

provision of affordable, voluntary family planning services, Congress enacted the  

Family Planning Services and Population Research Act of 1970 (Public Law 91-572).  

The law amended the Public Health Service (PHS) Act to add Title X, “Population Research and 

Voluntary Family Planning Programs.” Section 1001 of the PHS Act (as amended) authorizes 

grants “to assist in the establishment and operation of voluntary family planning projects which 

shall offer a broad range of acceptable and effective family planning methods and services 

(including natural family planning methods, infertility services, and services for adolescents).” 

 

The Title X Family Planning Program is the only Federal program dedicated solely to the 

provision of family planning and related preventive health services. The program is designed to 

provide contraceptive supplies and information to all who want and need them, with priority given 

to persons from low-income families. All Title X-funded projects are required to offer a broad 

range of acceptable and effective medically (U.S. Food and Drug Administration (FDA)) approved 

contraceptive methods and related services on a voluntary and confidential basis. Title X services 

include the delivery of related preventive health services, including patient education and 

counseling; cervical and breast cancer screening; sexually transmitted disease (STD) and human 

immunodeficiency virus (HIV) prevention education, testing, and referral; and pregnancy 

diagnosis and counseling. By law, Title X funds may not be used in programs where abortion is a 

method of family planning.  

 

The Title X Family Planning Program is administered by the Office of Population Affairs (OPA), 

Office of the Assistant Secretary for Health (OASH), within the U.S. Department of Health and 

Human Services (HHS).  OASH is responsible for facilitating the process of evaluating 

applications and setting funding levels according to the criteria set forth in 42 CFR 59.7(a).  Final 

award decisions are made by the Regional Health Administrator for the applicable Public Health 

Service Region in consultation with the Deputy Assistant Secretary for Population Affairs and the 

Assistant Secretary for Health or their designees.  The HHS Regional Offices monitor program 

performance of Title X grantees in each respective region. 

 

The Title X Family Planning Guidelines consist of two parts, 1) Program Requirements for Title X 
Funded Family Planning Projects (hereafter referred to as Title X Program Requirements) and 2) 

Providing Quality Family Planning Services: Recommendations of CDC and the U.S. Office of 
Population Affairs. 

 

These documents have been developed to assist current and prospective grantees in 

understanding and implementing the family planning services grants program authorized by Title 
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X of the PHS Act (42 U.S.C. 300 et seq.). These documents also form the basis for monitoring 

projects under the Title X program. 

 
 

OVERVIEW OF PROGRAM REQUIREMENTS 

 

This document is organized into 16 sections that describe the various requirements applicable to 

the Title X program, as set out in the Title X statute and implementing regulations (42 CFR part 

59, subpart A), and in other applicable Federal statutes, regulations, and policies. Links to the 

Title X statute and implementing regulations, other statutory provisions that are applicable to the 

Title X program, regulations related to sterilization, and additional resources to maximize the 

quality of services offered by Title X projects are provided on page 2 of this document.   

 

The concise explanation of general program requirements that follows can be used to help prepare 

a grant application or monitor funded programs for compliance with Title X requirements. In 

addition, prospective applicants and grantees should consult all of the resources and references 

identified in this document for more complete information and to ensure that the project application 

and program operations comply with these and other Federal requirements. 

 

Additional documents, including the annual Announcement of Anticipated Availability of Funds for 
Family Planning Services Grants (Title X Funding Opportunity Announcement), other Funding 

Opportunity Announcements for OPA priority areas, and relevant language in Federal 

appropriations laws, contain the most current information about Title X program requirements and 

are generally updated annually. The Title X Funding Opportunity Announcement includes the 

most recent list of program priorities and key issues, and identifies geographic areas where there 

will be a grant competition for the applicable fiscal year. Subject to the availability of funds, the 

funding announcement is published annually and posted on the HHS Grants.gov Website Portal. 

The Program Requirements for Title X Funded Family Planning Projects is posted on the OPA 

website (http://www.hhs.gov/opa). In general, the requirements that apply to the direct recipients 

of Title X funds also apply to sub-recipients and contractors (HHS Grants Policy Statement, 

2007). 

 

1. APPLICABILITY  
As stated above, the requirements set forth in this document apply to the award of grants under 

section 1001 of the PHS Act (42 U.S.C. 300) to assist in the establishment and operation of 

voluntary family planning projects. These projects consist of the educational, comprehensive 

medical, and social services necessary to aid individuals to determine freely the number and 

spacing of their children (42 CFR 59.1). 

 

2. DEFINITIONS  
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Terms used throughout this document include:  

 

TERM DEFINITION 

  

The Act or Law Title X of the Public Health Service Act, as amended 

  

Family A social unit composed of 

together, as a household 

one person, or two or more persons living 

  

Low-income family A family whose total annual income does not exceed 100% of the most 

recent Federal Poverty Guidelines; also includes members of families 

whose annual family income exceeds this amount, but who, as 

determined by the project director, are unable, for good reasons, to pay 

for family planning services. Unemancipated minors who wish to receive 

services on a confidential basis must be considered on the basis of their 

own resources 

  

Grantee The entity that receives Federal financial assistance via a grant and 

assumes legal and financial responsibility and accountability for the 

awarded funds and for the performance of the activities approved for 

funding 

  

Nonprofit Any private agency, institution, 

entity’s net earnings benefit, or 

stakeholder or individual.  

or organization for which no part of the 

may lawfully benefit, any private 

  

Project Activities described in the grant application and any incorporated 

documents supported under the approved budget. The “scope of the 

project” as defined in the funded application consists of activities that 

the total approved grant-related project budget supports. 

  

Secretary The Secretary of Health and Human Services and any other officer or 

employee of the U.S. Department of Health and Human Services to 

whom the authority involved has been delegated.  

  

Service Site The clinics or other locations where 

grantee or sub-recipient. 

services are provided by the 

  

Sub-recipients Those entities that provide family planning services with Title X funds 
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under a written agreement with a grantee. May also be referred to as 

delegates or contract agencies. 

  

State Includes the 50 United States, the District of Columbia, Guam, the 

Commonwealth of Puerto Rico, the Northern Mariana Islands, the U.S. 

Virgin Islands, American Samoa, the U.S. Outlying Islands (Mid-way, 

Wake, et. al), the Marshall Islands, the Federated States of Micronesia 

and the Republic of Palau. 

  

 

 

3. ELIGIBILITY 
Any public or nonprofit private entity located in a state (which includes the 50 United States, the 

District of Columbia, Guam, the Commonwealth of Puerto Rico, the Northern Mariana Islands, the 

U.S. Virgin Islands, American Samoa, the U.S. Outlying Islands (Mid-way, Wake, et. al), the 

Marshall Islands, the Federated States of Micronesia and the Republic of Palau) is eligible to 

apply for a Title X family planning services project grant (42 CFR 59.2, 42 CFR 59.3). 

 

Even where states apply for a family planning services grant, local and regional entities may also 

apply directly to the Secretary for a family planning services grant. Faith-based organizations and 

American Indian/Alaska Native/Native American organizations are eligible to apply for Title X 

family planning services grants. Private nonprofit entities must provide proof of nonprofit status 

during the application process. 

 

Although State agencies are eligible for funding, the Title X statute specifically protects the right 

of local and regional entities to apply directly to the Secretary for a family planning services grant 

(Section 1001(b), PHS Act).  

 

4. APPLICATION 
The Office of Population Affairs publishes, at a minimum, an annual announcement of the 

availability of Title X family planning services grant funds that sets forth specific application 

requirements and evaluation criteria. Applications must be submitted to OASH, Office of Grants 

Management (OGM) on the forms required by HHS, in the manner required, and approved by an 

individual authorized to act for the applicant. The application process is conducted through an 

electronic grants system. 

 

If an application relates to consolidation of service areas or health resources or would otherwise 

affect the operations of local or regional entities, the applicant must document that these entities 

have been given, to the maximum feasible extent, an opportunity to participate in the 

development of the application. Local and regional entities include existing or potential sub-
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recipients that have previously provided or propose to provide family planning services to the 

area to be served by the applicant (42 CFR 59.5 (a)(10)(i)). 

 

Unless otherwise instructed, applicants should respond to the standard instructions contained in 

the grant application package as well as any HHS supplemental instructions.   

 

Successful applications must include: 

 

• a narrative description of the project and the manner in which the applicant intends to 

conduct the project and comply with all requirements of the law and regulations; 

• a budget that includes an estimate of project income and costs, with justification of the 

amount of grant funds requested (42 CFR 59.4(c)(2)) and which is consistent with the terms 

of Section 1006(a) of the Act, as implemented by regulation (42 CFR 59.7(b)); 

• a description of the standards and qualifications the project will use for all personnel and 

facilities; and 

• other pertinent information as may be required by the Secretary (42 CFR 59.4(c)(4)). 

 

Title X grant funds cannot constitute 100% of a project’s estimated costs; therefore, applicants 

must clearly specify all other sources of funding that will be used to support the Title X project (42 

CFR 59.7(c)). 

 

5. CRITERIA FOR FUNDING 
Within the limits of funds available for these purposes, grants are awarded for the establishment 

and operation of projects that will best promote the purposes of Section 1001 of Title X of the 

PHS Act. The application must address all seven points contained in section 59.7(a) of the 

regulations. These are the criteria HHS uses to determine which family planning projects to fund 

and in what amount.   

 

In making funding decisions, HHS takes into account: 

 

• the number of patients, and, in particular, the number of low-income patients to be served; 

• the extent to which family planning services are needed locally; 

• the relative need of the applicant; 

• the capacity of the applicant to make rapid and effective use of the Federal assistance; 

• the adequacy of the applicant’s facilities and staff; 

• the relative availability of non-Federal resources within the community to be served and the 

degree to which those resources are committed to the project; and 

• the degree to which the project plan adequately provides for the requirements set forth in the 

Title X regulations. 

Funding of applications that propose to rely on other entities to provide services will take into 
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consideration the extent to which the applicant indicates it will be inclusive in considering all 

entities that are eligible to receive Federal funds to best serve individuals in need throughout the 

anticipated service areas. 

 

6. NOTICE OF AWARD  
The Notice of Award (NOA) is the document that informs the grantee of the duration of HHS 

support for the project without requiring it to recompete for funds (42 CFR 59.8 (a)). This period of 

funding is called the “project period.” The project is generally funded in increments known as 

“budget periods.”  Each budget period is typically 12 months, although shorter or longer budget 

periods may be established for compelling administrative or programmatic reasons. 

Decisions regarding whether and at what level to continue awards are based on factors such as 

the adequacy of the grantee’s programmatic progress, management practices, compliance with 

the terms and conditions of the previous award, program priorities, and the availability of 

appropriations. In all cases, subsequent budget periods, also known as non-completing 

continuation awards, require a determination by HHS that continued funding is in the best interest 

of the government.  

 

The U.S. government is not obligated to make any additional, supplemental, continuation, or 

other award with respect to any approved application or portion of an approved application (42 

CFR 59.8(c)). 

 

Grantees must provide the awarding agency with timely and unrestricted access to examine all 

records, books, papers, and documents related to the award (45 CFR 74.53 and 92.42).  Records 

must be maintained generally for 3 years from submission of the final federal financial report (45 

CFR 74.53) 

 

7. USE OF GRANT FUNDS 
All funds granted for Title X family planning services projects must be expended only for the 

purpose for which the funds were awarded and in accordance with the approved application and 

budget. Funds may not be used for prohibited activities, such as abortion as a method of family 

planning, or lobbying. The Notice of Award (NOA) provides other stipulations regarding the use of 

funds.  Funds must be used in accordance with the Title X family planning services projects 

regulations, the terms and conditions of the award, and the HHS grants administration regulations 

set out at 45 CFR parts 74 and 92. 

 

8. PROJECT MANAGEMENT AND ADMINISTRATION 
All projects receiving Title X funds must provide services of high quality and be competently and 

efficiently administered. 

 

8.1 Voluntary Participation 
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Family planning services are to be provided solely on a voluntary basis (Sections 1001 and 1007, 

PHS Act; 42 CFR 59.5 (a)(2)). Clients cannot be coerced to accept services or to use or not use 

any particular method of family planning (42 CFR 59.5 (a)(2)). 

 

A client’s acceptance of family planning services must not be a prerequisite to eligibility  

for, or receipt of, any other services, assistance from, or participation in any other program that is 

offered by the grantee or sub-recipient (Section 1007, PHS Act; 42 CFR 59.5 (a)(2)). 

 

Personnel working within the family planning project must be informed that they may be subject to 

prosecution if they coerce or try to coerce any person to undergo an abortion or sterilization 

procedure (Section 205, Public Law 94-63, as set out in 42 CFR 59.5(a)(2) footnote 1). 

 

8.2 Prohibition of Abortion  
Title X grantees and sub-recipients must be in full compliance with Section 1008 of the Title X 

statute and 42 CFR 59.5(a)(5), which prohibit abortion as a method of family planning. Grantees 

and sub-recipients must have written policies that clearly indicate that none of the funds will be 

used in programs where abortion is a method of family planning. Additional guidance on this topic 

can be found in the July 3, 2000, Federal Register Notice entitled Provision of Abortion-Related 
Services in Family Planning Services Projects, which is available at 65 Fed. Reg. 41281, and the 

final rule entitled Standards of Compliance for Abortion-Related Services in Family Planning 
Services Projects, which is available at 65 Fed. Reg. 41270.  

 

Grantees are also responsible for monitoring sub-recipients’ compliance with this section.  

 

8.3 Structure and Management 
Family planning services under a Title X grant may be offered by grantees directly and/or by sub-

recipient agencies operating under the umbrella of a grantee. However, the grantee is 

accountable for the quality, cost, accessibility, acceptability, reporting, and performance of the 

grant-funded activities provided by sub-recipients. Where required services are provided by 

referral, the grantee is expected to have written agreements for the provision of services and 

reimbursement of costs as appropriate. 

 

8.3.1 The grantee must have a written agreement with each sub-recipient and establish 

written standards and guidelines for all delegated project activities consistent with the 

appropriate section(s) of the Title X Program Requirements, as well as other applicable 

requirements (45 CFR parts 74 and 92). 

 

8.3.2 If a sub-recipient wishes to subcontract any of its responsibilities or services, a written 

agreement that is consistent with Title X Program Requirements and approved by the 

grantee must be maintained by the sub-recipient (45 CFR parts 74 and 92).   
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8.3.3 The grantee must ensure that all services purchased for project participants will be 

authorized by the project director or his designee on the project staff (42 CFR 

59.5(b)(7)). 

 

8.3.4 The grantee must ensure that services provided through a contract or other similar 

arrangement are paid for under agreements that include a schedule of rates and 

payment procedures maintained by the grantee. The grantee must be prepared to 

substantiate that these rates are reasonable and necessary (42 CFR 59.5(b)(9)). 

 

8.3.5 Sub-recipient agencies must be given an opportunity to participate in the establishment 

of ongoing grantee policies and guidelines (42 CFR 59.5 (a)(10)). 

 

8.3.6 The grantee and each sub-recipient must maintain a financial management system that 

meets Federal standards, as applicable, as well as any other requirements imposed by 

the Notice of Award, and which complies with Federal standards that will support 

effective control and accountability of funds. Documentation and records of all income 

and expenditures must be maintained as required (45 CFR parts 74.20 and 92.20). 

 

8.4  Charges, Billing, and Collections 
The grantee is responsible for the implementation of policies and procedures for charging, billing, 

and collecting funds for the services provided by the projects. Clients must not be denied project 

services or be subjected to any variation in quality of services because of inability to pay.  

 

Projects should not have a general policy of no fee or flat fees for the provision of services to 

minors, or a schedule of fees for minors that is different from other populations receiving family 

planning services  

 

8.4.1 Clients whose documented income is at or below 100% of the Federal Poverty Level 

(FPL) must not be charged, although projects must bill all third parties authorized or 

legally obligated to pay for services (Section 1006(c)(2), PHS Act; 42 CFR 59.5(a)(7)). 

 

Within the parameters set out by the Title X statute and regulations, Title X grantees 

have a large measure of discretion in determining the extent of income verification 

activity that they believe is appropriate for their client population   Although not required 

to do so, grantees that have lawful access to other valid means of income verification 

because of the client’s participation in another program may use those data rather than 

re-verify income or rely solely on clients self-report. 

 

8.4.2 A schedule of discounts, based on ability to pay, is required for individuals with family 
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incomes between 101% and 250% of the FPL (42 CFR 59.5(a)(8)). 

 

8.4.3 Fees must be waived for individuals with family incomes above 100% of the FPL who, as 

determined by the service site project director, are unable, for good cause, to pay for 

family planning services (42 CFR 59.2). 

 

8.4.4     For persons from families whose income exceeds 250% of the FPL, charges must be 

made in accordance with a schedule of fees designed to recover the reasonable cost of 

providing services.  (42 CFR 59.5(a)(8)). 

 

8.4.5 Eligibility for discounts for unemancipated minors who receive confidential services must 

be based on the income of the minor (42 CFR 59.2). 

 

8.4.6 Where there is legal obligation or authorization for third party reimbursement, including 

public or private sources, all reasonable efforts must be made to obtain third party 

payment without the application of any discounts(42 CFR 59.5(a)(9)). 

 

  Family income should be assessed before determining whether copayments or additional 

fees are charged.  With regard to insured clients, clients whose family income is at or 

below 250% FPL should not pay more (in copayments or additional fees) than what they 

would otherwise pay when the schedule of discounts is applied. 

 

8.4.7 Where reimbursement is available from Title XIX or Title XX of the Social Security Act, a 

written agreement with the Title XIX or the Title XX state agency at either the grantee 

level or sub-recipient agency is required (42 CFR 59.5(a)(9)] 

 

8.4.8 Reasonable efforts to collect charges without jeopardizing client confidentiality must be 

made.  

 

8.4.9 Voluntary donations from clients are permissible; however, clients must not be pressured 

to make donations, and donations must not be a prerequisite to the provision of services 

or supplies. 

 

8.5  Project Personnel 
Title X grantees must have approved personnel policies and procedures. 

 

8.5.1  Grantees and sub-recipients are obligated to establish and maintain personnel policies 

that comply with applicable Federal and State requirements, including Title VI of the Civil 

Rights Act, Section 504 of the Rehabilitation Act of 1973, Title I of the Americans with 

Disabilities Act, and the annual appropriations language. These policies should include, 
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but are not to be limited to, staff recruitment, selection, performance evaluation, promotion, 

termination, compensation, benefits, and grievance procedures.  

 

8.5.2  Project staff should be broadly representative of all significant elements of the population to 

be served by the project, and should be sensitive to, and able to deal effectively with, the 

cultural and other characteristics of the client population (42 CFR 59.5 (b)(10)). 

 

8.5.3 Projects must be administered by a qualified project director. Change in Status, including 

Absence, of Principal Investigator/Project Director and Other Key Personnel requires pre-

approval by the Office of Grants Management. For more information, see HHS Grants 

Policy Statement, 2007 Section II-54. 

 

8.5.4  Projects must provide that family planning medical services will be performed under the 

direction of a physician with special training or experience in family planning (42 CFR 59.5 

(b)(6). 

 

8.5.5 Appropriate salary limits will apply as required by law. 

 

8.6  Staff Training and Project Technical Assistance  
Title X grantees are responsible for the training of all project staff.  Technical assistance may be 

provided by OPA or the Regional Office. 

 

8.6.1   Projects must provide for the orientation and in-service training of all project personnel, 

including the staff of sub-recipient agencies and service sites (42 CFR 59.5(b)(4)).  

 

8.6.2 The project’s training plan should provide for routine training of staff on Federal/State 

requirements for reporting or notification of child abuse, child molestation, sexual abuse, 

rape or incest, as well as on human trafficking   

 

8.6.3   The project’s training plan should provide for routine training on involving family members 

in the decision of minors to seek family planning services and on counseling minors on 

how to resist being coerced into engaging in sexual activities.  

 

8.7  Planning and Evaluation 
Grantees must ensure that the project is competently and efficiently administered (42 CFR 59.5 

(b) (6) and (7)). In order to adequately plan and evaluate program activities, grantees should 

develop written goals and objectives for the project period that are specific, measurable, 

achievable, realistic, time-framed, and which are consistent with Title X Program Requirements. 

The program plan should be based on a needs assessment. Grantee project plans must include 

an evaluation component that identifies indicators by which the program measures the 
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achievement of its objectives. For more information on quality improvement, see Providing 
Quality Family Planning Services: Recommendations of CDC and the U.S. Office of Population 
Affairs.  
 

9.  PROJECT SERVICES AND CLIENTS 
Projects funded under Title X are intended to enable all persons who want to obtain family 

planning care to have access to such services. Projects must provide for comprehensive medical, 

informational, educational, social, and referral services related to family planning for clients who 

want such services.  

 

9.1  Priority for project services is to persons from low- income families (Section 1006(c)(1), 

PHS Act; 42 CFR 59.5(a)(6)). 

 

9.2  Services must be provided in a manner which protects the dignity of the individual (42 CFR 

59.5 (a)(3)). 

 

9.3  Services must be provided without regard to religion, race, color, national origin, disability, 

age, sex, number of pregnancies, or marital status (42 CFR 59.5 (a)(4)).    

  

9.4 Projects must provide for social services related to family planning including counseling, 

referral to and from other social and medical services agencies, and any ancillary services 

which may be necessary to facilitate clinic attendance (42 CFR 59.5 (b)(2)). 

 

9.5  Projects must provide for coordination and use of referral arrangements with other 

providers of health care services, local health and welfare departments, hospitals, voluntary 

agencies, and health services projects supported by other federal programs (42 CFR 59.5 

(b)(8). 
 

9.6   All grantees should assure services provided within their projects operate within written 

 clinical protocols that are in accordance with nationally recognized standards of care, 

 approved by the grantee, and signed by the physician responsible for the service site.  

9.7  All projects must provide for medical services related to family planning and the effective 

usage of contraceptive devices and practices (including physician’s consultation, 

examination, prescription, and continuing supervision, laboratory examination, 

contraceptive supplies) as well as necessary referrals to other medical facilities when 

medically indicated (42 CFR 59.5(b)(1)).  This includes, but is not limited to emergencies 

that require referral. Efforts may be made to aid the client in finding potential resources 

for reimbursement of the referral provider, but projects are not responsible for the cost of 
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this care.  

 

 9.8  All projects must provide a broad range of acceptable and effective medically approved 

family planning methods (including natural family planning methods) and services 

(including infertility services and services for adolescents).  If an organization offers only 

a single method of family planning, it may participate as part of a project as long as the 

entire project offers a broad range of family planning services. (42 CFR 59.5(a)(1)). 

 

 9.9  Services must be provided without the imposition of any durational residency 

requirement or requirement that the client be referred by a physician (42 CFR 

59.5(b)(5)). 

 

9.10 Projects must provide pregnancy diagnosis and counseling to all clients in need of this 

service (42 CFR 59.5(a)(5)).   

 

9.11 Projects must offer pregnant women the opportunity to be provided information and 

counseling regarding each of the following options: 

 

   • prenatal care and delivery; 

   • infant care, foster care, or adoption; and 

   • pregnancy termination. 

 

  If requested to provide such information and counseling, provide neutral, factual 

information and nondirective counseling on each of the options, and referral upon 

request, except with respect to any options(s) about which the pregnant woman indicates 

she does not wish to receive such information and counseling (42 CFR 59.5(a)(5)). 

 

9.12 Title X grantees must comply with applicable legislative mandates set out in the HHS 

appropriations act. Grantees must have written policies in place that address these 

legislative mandates: 

 

  “None of the funds appropriated in the Act may be made available to any entity under Title 

X of the Public Health Service Act unless the applicant for the award certifies to the 

Secretary of Health and Human Services that it encourages family participation in the 

decision of minors to seek family planning services and that it provides counseling to 

minors on how to resist attempts to coerce minors into engaging in sexual activities.” 

 

  “Notwithstanding any other provision of law, no provider of services under Title X of the 

Public Health Service Act shall be exempt from any State law requiring notification or the 

reporting of child abuse, child molestation, sexual abuse, rape, or incest.” 
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10. CONFIDENTIALITY  
Every project must have safeguards to ensure client confidentiality. Information obtained by the 

project staff about an individual receiving services may not be disclosed without the individual’s 

documented consent, except as required by law or as may be necessary to provide services to 

the individual, with appropriate safeguards for confidentiality. Information may otherwise be 

disclosed only in summary, statistical, or other form that does not identify the individual (42 CFR 

59.11). 

 

11. COMMUNITY PARTICIPATION, EDUCATION, AND PROJECT                                     

PROMOTION 
Title X grantees are expected to provide for community participation and education and to   

promote the activities of the project. 

 

11.1  Title X grantees and sub-recipient agencies must provide an opportunity for participation in 

the development, implementation, and evaluation of the project by persons broadly 

representative of all significant elements of the population to be served; and by persons 

in the community knowledgeable about the community’s needs for family planning 

services (42 CFR 59.5(b)(10)). 

 

11.2   Projects must establish and implement planned activities to facilitate community 

awareness of and access to family planning services (42 CFR 59.5(b)(3)). Each family 

planning project must provide for community education programs (42 CFR 59.5(b)(3)). 

The community education program(s) should be based on an assessment of the needs 

of the community and should contain an implementation and evaluation strategy.  

 

11.3   Community education should serve to enhance community understanding of the 

objectives of the project, make known the availability of services to potential clients, and 

encourage continued participation by persons to whom family planning may be 

beneficial (42 CFR 59.5 (b)(3). 

 

 

12. INFORMATION AND EDUCATION MATERIALS APPROVAL  
Every project is responsible for reviewing and approving informational and educational materials. 

The Information and Education (I&E) Advisory Committee may serve the community participation 

function if it meets the requirements, or a separate group may be identified .    

 

12.1  Title X grantees and sub-recipient agencies are required to have a review and approval 

process, by an Advisory Committee, of all informational and educational materials 

developed or made available under the project prior to their distribution (Section 1006 
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(d)(2), PHS Act; 42 CFR 59.6(a)). 

 

12.2   The committee must include individuals broadly representative (in terms of demographic 

factors such as race, color, national origin, handicapped condition, sex, and age) of the 

population or community for which the materials are intended (42 CFR 59.6 (b)(2)). 

 

12.3  Each Title X grantee must have an Advisory Committee of five to nine members, except 

that the size provision may be waived by the Secretary for good cause shown (42 CFR 

59.6(b)(1)).  This Advisory Committee must review and approve all informational and 

educational (I&E) materials developed or made available under the project prior to their 

distribution to assure that the materials are suitable for the population and community for 

which they are intended and to assure their consistency with the purposes of Title X 

(Section 1006(d)(1), PHS Act; 42 CFR 59.6(a)). 

 

12.4   The grantee may delegate I&E functions for the review and approval of materials to sub-

recipient agencies; however, the oversight of the I&E review process rests with the 

grantee.  

 

12.5   The Advisory Committee(s) may delegate responsibility for the review of the factual, 

technical, and clinical accuracy to appropriate project staff; however, final responsibility 

for approval of the I&E materials rests with the Advisory Committee. 

 

12.6   The I&E Advisory Committee(s) must:  

 • consider the educational and cultural backgrounds of the individuals to whom the 

materials are addressed; 

 • consider the standards of the population or community to be served with respect to such 

materials; 

 • review the content of the material to assure that the information is factually correct; 

 • determine whether the material is suitable for the population or community to which it is 

to be made available; and 

 • establish a written record of its determinations (Section 1006(d), PHS Act; 42 CFR 

59.6(b)). 

 

13.  ADDITIONAL ADMINISTRATIVE REQUIREMENTS 
This section addresses additional requirements that are applicable to the Title X program and are 

set out in authorities other than the Title X statute and implementing regulations. 

 

13.1 Facilities and Accessibility of Services 
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Title X service sites should be geographically accessible for the population being served. 

Grantees should consider clients’ access to transportation, clinic locations, hours of operation, 

and other factors that influence clients’ abilities to access services. 

 

Title X clinics must have written policies that are consistent with the HHS Office for Civil Rights 

policy document, Guidance to Federal Financial Assistance Recipients Regarding Title VI 
Prohibition Against National Origin Discrimination Affecting Limited English Proficient Persons 

(August 4, 2003) (HHS Grants Policy Statement 2007, II-23). 

 

Projects may not discriminate on the basis of disability and, when viewed in their entirety, facilities 

must be readily accessible to people with disabilities (45 CFR part 84). 

 

13.2 Emergency Management 
All grantees, sub-recipients, and Title X clinics are required to have a written plan for the 

management of emergencies (29 CFR 1910, subpart E), and clinic facilities must meet applicable 

standards established by Federal, State, and local governments (e.g., local fire, building, and 

licensing codes). 

 

Health and safety issues within the facility fall under the authority of the Occupational Safety and 

Health Administration (OSHA). Disaster plans and emergency exits are addressed under 29 CFR 

1910, subpart E. The basic requirements of these regulations include, but are not limited to:  

 

 • Disaster plans (e.g. fire, bomb, terrorism, earthquake, etc.) have been developed and 

are available to staff. 

 • Staff can identify emergency evacuation routes. 

 • Staff has completed training and understand their role in an emergency or natural 

disaster. 

 • Exits are recognizable and free from barriers. 

 

13.3 Standards of Conduct 
Projects are required to establish policies to prevent employees, consultants, or members of 

governing/advisory bodies from using their positions for purposes that are, or give the 

appearance of being, motivated by a desire for private financial gain for themselves or others 

(HHS Grants Policy Statement 2007, II-7). 

 

13.4 Human Subjects Clearance (Research)  
Research conducted within Title X projects may be subject to Department of Health and Human 

Services  regulations regarding the protection of human subjects (45 CFR Part 46). The 

grantee/sub-recipient should advise their Regional Office in writing of any research projects that 

involve Title X clients (HHS Grants Policy Statement 2007, II-9). 
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13.5 Financial and Reporting Requirements 
Audits of grantees and sub-recipients must be conducted in accordance with the HHS grants 

administration regulations (45 CFR parts 74.26 and 92.26), as applicable, by auditors meeting 

established criteria for qualifications and independence (OMB A-133). 

 

Grantees must comply with the financial and other reporting requirements set out in the HHS 

grants administration regulations (45 CFR parts 74 and 92), as applicable. In addition, grantees 

must have program data reporting systems which accurately collect and organize data for 

program reporting and which support management decision making and act in accordance with 

other reporting requirements as required by HHS.  

 

Grantees must demonstrate continued institutional, managerial, and financial capacity (including 

funds sufficient to pay the non-Federal share of the project cost) to ensure proper planning, 

management, and completion of the project as described in the award (42 CFR 59.7(a)). 

 

Grantees must reconcile reports, ensuring that disbursements equal obligations and drawdowns. 

HHS is not liable should the recipient expenditures exceed the actual amount available for the 

grant. 

 

14.  ADDITIONAL CONDITIONS  
With respect to any grant, HHS may impose additional conditions prior to or at the time of any 

award, when, in the judgment of HHS, these conditions are necessary to assure or protect 

advancement of the approved program, the interests of public health, or the proper use of grant 

funds (42 CFR 59.12). 

 

15. CLOSEOUT 
Within 90 days of the end of grant support, grantees must submit: 

• a final Federal Financial Report (FFR) 

• a final progress report 

Following closeout, the recipient remains obligated to return funds due as a result of later refunds, 

corrections, or other transactions, and the Federal Government may recover amounts based on 

the results of an audit covering any part of the period of grant support (HHS Grants Policy 

Statement, II-90). 

 

For a complete list of requirements, grantees should review the HHS Grants Policy Statement, 

available at http://www.hhs.gov/asfr/ogapa/aboutog/hhsgps107.pdf 

 

16. OTHER APPLICABLE HHS REGULATIONS AND STATUTES 
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Attention is drawn to the following HHS Department-wide regulations that apply to grants under 

Title X. These include: 

 

• 37 CFR Part 401: Rights to inventions made by nonprofit organizations and small business 

firms under government grants, contracts, and cooperative agreements; 

• 42 CFR Part 50, Subpart D: Public Health Service grant appeals procedure; 

• 45 CFR Part 16: Procedures of the Departmental Grant Appeals Board; 

• 45 CFR Part 74: Uniform administrative requirements for awards and sub-awards to 

institutions of higher education, hospitals, other nonprofit organizations, and commercial 

organizations; and certain grants and agreements with states, local governments, and Indian 

tribal governments;  

• 45 CFR Part 80: Nondiscrimination under programs receiving Federal assistance through 

HHS effectuation of Title VI of the Civil Rights Act of 1964; 

• 45 CFR Part 81: Practice and procedure for hearings under Part 80 of this Title;  

• 45 CFR Part 84: Nondiscrimination on the basis of disability in programs and activities 

receiving or benefitting from Federal financial assistance; 

• 45 CFR Part 91: Nondiscrimination on the basis of age in HHS programs or activities 

receiving Federal financial assistance; 

• 45 CFR Part 92: Uniform administrative requirements for grants and cooperative agreements 

to State and local governments; and 

• 45 CFR Part 100: Intergovernmental Review of Department of Health and Human Services 

Programs and Activities. 

 

In addition, the following statutory and regulatory provisions may be applicable to grants under 

Title X: 

 

• The Patient Protection and Affordable Care Act (Public Law 111-148); 

• The Trafficking Victims Protection Act of 2000, as amended (Public Law 106-386); 

• Sex Trafficking of Children or by Force, Fraud, or Coercion (18 USC 1591); 

• The Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191); and 

• Appropriations language that applies to the Title X program for the relevant fiscal year. 
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Summary

This report provides recommendations developed collaboratively by CDC and the Office of Population Affairs (OPA) of the 
U.S. Department of Health and Human Services (HHS). The recommendations outline how to provide quality family planning 
services, which include contraceptive services, pregnancy testing and counseling, helping clients achieve pregnancy, basic infertility 
services, preconception health services, and sexually transmitted disease services. The primary audience for this report is all current 
or potential providers of family planning services, including those working in service sites that are dedicated to family planning 
service delivery as well as private and public providers of more comprehensive primary care.

The United States continues to face substantial challenges to improving the reproductive health of the U.S. population. Nearly 
one half of all pregnancies are unintended, with more than 700,000 adolescents aged 15–19 years becoming pregnant each year 
and more than 300,000 giving birth. One of eight pregnancies in the United States results in preterm birth, and infant mortality 
rates remain high compared with those of other developed countries.

This report can assist primary care providers in offering family planning services that will help women, men, and couples achieve 
their desired number and spacing of children and increase the likelihood that those children are born healthy. The report provides 
recommendations for how to help prevent and achieve pregnancy, emphasizes offering a full range of contraceptive methods for 
persons seeking to prevent pregnancy, highlights the special needs of adolescent clients, and encourages the use of the family planning 
visit to provide selected preventive health services for women, in accordance with the recommendations for women issued by the 
Institute of Medicine and adopted by HHS.

Corresponding preparers: Loretta Gavin, PhD, Division of Reproductive 
Health, National Center for Chronic Disease Prevention and Health 
Promotion, CDC. Telephone: 770-488-6284; E-mail: lcg6@cdc.gov; 
Susan Moskosky, MS, Office of Population Affairs, US Department of 
Health and Human Services. Telephone: 240-453-2818; E-mail: 
susan.moskosky@hhs.gov.

Introduction
The United States continues to face challenges to improving 

the reproductive health of the U.S. population. Nearly half (49%) 
of all pregnancies are unintended (1). Although adolescent birth 
rates declined by more than 61% during 1991–2012, the United 
States has one of the highest adolescent pregnancy rates in the 
developed world, with >700,000 adolescents aged 15–19 years 
becoming pregnant each year and >300,000 giving birth (2,3). 
Approximately one of eight pregnancies in the United States 
results in a preterm birth, and infant mortality rates remain high 
compared with other developed countries (3,4). Moreover, all 
of these outcomes affect racial and ethnic minority populations 
disproportionately (1–4).

Family planning services can help address these and other public 
health challenges by providing education, counseling, and medical 
services (5). Family planning services include the following:
•	 providing contraception to help women and men plan 

and space births, prevent unintended pregnancies, and 
reduce the number of abortions;

•	 offering pregnancy testing and counseling;
•	 helping clients who want to conceive;
•	 providing basic infertility services;
•	 providing preconception health services to improve infant 

and maternal outcomes and improve women’s and men’s 
health; and

•	 providing sexually transmitted disease (STD) screening 
and treatment services to prevent tubal infertility and 
improve the health of women, men, and infants.

This report provides recommendations developed 
collaboratively by CDC and the Office of Population Affairs 
(OPA) of the U.S. Department of Health and Human Services 
(HHS). The recommendations outline how to provide family 
planning services by:
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•	 defining a core set of family planning services for women 
and men,

•	 describing how to provide contraceptive and other clinical 
services, serve adolescents, and perform quality 
improvements, and

•	 encouraging the use of the family planning visit to provide 
selected preventive health services for women, in accordance 
with the recommendations for women issued by the 
Institute of Medicine (IOM) and adopted by HHS (6).

The collaboration between CDC and OPA drew on the 
strengths of both agencies. CDC has a long-standing history of 
developing evidence-based recommendations for clinical care, 
and OPA’s Title X Family Planning Program (7) has served as 
the national leader in direct family planning service delivery 
since the Title X program was established in 1970.

This report provides recommendations for providing care to 
clients of reproductive age who are in need of family planning 
services. These recommendations are intended for all current 
or potential providers of family planning services, including 
those funded by the Title X program.

Current Context of Family 
Planning Services

Women of reproductive age often report that their family 
planning provider is also their usual source of health care (8). 
As the U.S. health-care system evolves in response to increased 
efforts to expand health insurance coverage, contain costs, and 
emphasize preventive care (9), providers of family planning 
services will face new challenges and opportunities in care 
delivery. For example, they will have increased opportunities 
to serve new clients and to serve as gateways for their clients to 
other essential health-care services. In addition, primary care 
and other providers who provide a range of health-care services 
will be expected to integrate family planning services for all 
persons of reproductive age, including those whose primary 
reason for their health-care visit might not be family planning. 
Strengthened, multidirectional care coordination also will be 
needed to improve health outcomes. For example, this type 
of care coordination will be needed with clients referred to 
specialist care after initial screening at a family planning visit, 
as well as with specialists referring clients with family planning 
needs to family planning providers.

Defining Quality in Family 
Planning Service Delivery

The central premise underpinning these recommendations 
is that improving the quality of family planning services will 
lead to improved reproductive health outcomes (10–12). IOM 

defines health-care quality as the extent to which health-care 
services improve health outcomes in a manner that is consistent 
with current professional knowledge (10,13). According to 
IOM, quality health care has the following attributes: 
•	 Safety. These recommendations integrate other CDC 

recommendations about which contraceptive methods can 
be provided safely to women with various medical 
conditions, and integrate CDC and U.S. Preventive 
Services Task Force (USPSTF) recommendations on STD, 
preconception, and related preventive health services.

•	 Effectiveness. These recommendations support offering 
a full range of Food and Drug Administration 
(FDA)–approved contraceptive methods as well as 
counseling that highlights the effectiveness of contraceptive 
methods overall and, in specific patient situations, draws 
attention to the effectiveness of specific clinical preventive 
health services and identifies clinical preventive health 
services for which the potential harms outweigh the 
benefits (i.e., USPSTF “D” recommendations).

•	Client-centered approach. These recommendations 
encourage taking a client-centered approach by 
1) highlighting that the client’s primary purpose for 
visiting the service site must be respected, 2) noting the 
importance of confidential services and suggesting ways 
to provide them, 3) encouraging the availability of a broad 
range of contraceptive methods so that clients can make 
a selection based on their individual needs and preferences, 
and 4) reinforcing the need to deliver services in a 
culturally competent manner so as to meet the needs of 
all clients, including adolescents, those with limited 
English proficiency, those with disabilities, and those who 
are lesbian, gay, bisexual, transgender, or questioning their 
sexual identity (LGBTQ). Organizational policies, 
governance structures, and individual attitudes and 
practices all contribute to the cultural competence of a 
health-care entity and its staff. Cultural competency within 
a health-care setting refers to attitudes, practices, and 
policies that enable professionals to work effectively in 
cross-cultural situations (14–16).

•	Timeliness. These recommendations highlight the 
importance of ensuring that services are provided to clients 
in a timely manner.

•	 Efficiency. These recommendations identify a core set of 
services that providers can focus on delivering, as well as 
ways to maximize the use of resources.

•	 Accessibility. These recommendations address how to 
remove barriers to contraceptive use, use the family planning 
visit to provide access to a broader range of primary care 
and behavioral health services, use the primary care visit to 
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provide access to contraceptive and other family planning 
services, and strengthen links to other sources of care.

•	 Equity. These recommendations highlight the need for 
providers of family planning services to deliver high-
quality care to all clients, including adolescents, LGBTQ 
persons, racial and ethnic minorities, clients with limited 
English proficiency, and persons living with disabilities.

•	Value. These recommendations highlight services (i.e., 
contraception and other clinical preventive services) that 
have been shown to be very cost-effective (17–19).

Methods
Recommendations Development Process
The recommendations were developed jointly under the 

auspices of CDC’s Division of Reproductive Health and 
OPA, in consultation with a wide range of experts and key 
stakeholders. More information about the processes used to 
conduct systematic reviews, the role of technical experts in 
reviewing the evidence, and the process of using the evidence 
to develop recommendations is provided (Appendix A). A 
multistage process was used to develop the recommendations 
that drew on established procedures for developing clinical 
guidelines (20,21). First, an Expert Work Group* was formed 
comprising family planning clinical providers, program 
administrators, and representatives from relevant federal 
agencies and professional medical associations to help define 
the scope of the recommendations. Next, literature about 
three priority topics (i.e., counseling and education, serving 
adolescents, and quality improvement) was reviewed by using 
the USPSTF methodology for conducting systematic reviews 
(22). The results were presented to three technical panels† 

comprising subject matter experts (one panel for each priority 
topic) who considered the quality of the evidence and made 
suggestions for what recommendations might be supported on 
the basis of the evidence. In a separate process, existing clinical 
recommendations on women’s and men’s preventive services 
were compiled from more than 35 federal and professional 
medical associations, and these results were presented to two 
technical panels of subject matter experts, one that addressed 
women’s clinical services and one that addressed men’s clinical 
services. The panels provided individual feedback about 
which clinical preventive services should be offered in a family 
planning setting and which clinical recommendations should 
receive the highest consideration.

CDC and OPA used the input from the subject matter 
experts to develop a set of core recommendations and asked 
the Expert Work Group to review them. The members of 
the Expert Work Group were more familiar with the family 
planning service delivery context than the members of the 
Technical Panel and thus could better comment on the 
feasibility and appropriateness of the recommendations, 
as well as the supporting evidence. The Expert Work 
Group considered the core recommendations by using the 
following criteria: 1) the quality of the evidence; 2) the 
positive and negative consequences of implementing the 
recommendations on health outcomes, costs or cost-savings, 
and implementation challenges; and 3) the relative importance 
of these consequences, (e.g., the likelihood that implementation 
of the recommendation will have a substantial effect on health 
outcomes might be considered more than the logistical 
challenges of implementing it) (20). In certain cases, when 
the evidence from the literature reviews was inconclusive or 
incomplete, recommendations were made on the basis of expert 
opinion. Finally, CDC and OPA staff considered the individual 
feedback from Expert Work Group members when finalizing 
the core recommendations and writing the recommendations 
document. A description of how the recommendations link 
to the evidence is provided together with the rationale for the 
inclusion of each recommendation in this report (Appendix B).

The evidence used to prepare these recommendations 
will appear in background papers that will be published 
separately. Resources that will help providers implement the 
recommendations will be provided through a web-based tool 
kit that will be available at http://www.hhs.gov/opa.

Audience for the Recommendations
The primary audience for this report is all providers or 

potential providers of family planning services to clients of 
reproductive age, including providers working in clinics that 
are dedicated to family planning service delivery, as well as 
private and public providers of more comprehensive primary 
care. Providers of dedicated family planning services might be 
less familiar with the specific recommendations for the delivery 
of preconception services. Providers of more comprehensive 
primary care might be less familiar with the delivery of 
contraceptive services, pregnancy testing and counseling, and 
services to help clients achieve pregnancy.

This report can be used by medical directors to write clinical 
protocols that describe how care should be provided. Job aids 
and other resources for use in service sites are being developed 
and will be made available when ready through OPA’s website 
(http://www.hhs.gov/opa).

* A list of the members of the Expert Work Group appears on page 52.
† A list of the members of the technical panels appears on pages 52 and 53.

http://www.hhs.gov/opa
http://www.hhs.gov/opa
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In this report, the term “provider” refers to any staff member 
who is involved in providing family planning services to a 
client. This includes physicians, physician assistants, nurse 
practitioners, nurse-midwives, nursing staff, and health 
educators. The term “service site” represents the numerous 
settings in which family planning services are delivered, which 
include freestanding service sites, community health centers, 
private medical facilities, and hospitals. A list of special terms 
used in this report is provided (Box 1).

The recommendations are designed to guide general clinical 
practice; however, health-care providers always should consider 
the individual clinical circumstances of each person seeking 
family planning services. Similarly, these recommendations 
might need to be adapted to meet the needs of particular 
populations, such as clients who are HIV-positive or who are 
substance users.

Organization of the Recommendations
This report is divided into nine sections. An initial section 

provides an overview of steps to assess the needs of a client 
and decide what family planning services to offer. Subsequent 
sections describe how to provide each of the following services: 
contraceptive services, pregnancy testing and counseling, helping 
clients achieve pregnancy, basic infertility services, preconception 
health services, STD services and related preventive health services. 
A final section on quality improvement describes actions that all 
providers of family planning services should consider to ensure 
that services are of high quality. More detailed information about 
selected topics addressed in the recommendations is provided 
(Appendices A–F).

These recommendations focus on the direct delivery of care 
to individual clients. However, parallel steps might need to be 
taken to maintain the systems required to support the provision of 
quality services for all clients (e.g., record-keeping procedures that 
preserve client confidentiality, procedures that improve efficiency 
and reduce clients’ wait time, staff training to ensure that all clients 
are treated with respect, and the establishment and maintenance 
of a strong system of care coordination and referrals).

Client Care
Family planning services are embedded within a broader 

framework of preventive health services (Figure 1). In this 
report, health services are divided into three main categories:
•	 Family planning services. These include contraceptive 

services for clients who want to prevent pregnancy and space 
births, pregnancy testing and counseling, assistance to achieve 
pregnancy, basic infertility services, STD services (including 
HIV/AIDS), and other preconception health services (e.g., 
screening for obesity, smoking, and mental health). STD/HIV 

and other preconception health services are considered family 
planning services because they improve women’s and men’s 
health and can influence a person’s ability to conceive or to 
have a healthy birth outcome.

•	 Related preventive health services. These include services 
that are considered to be beneficial to reproductive health, 

BOX 1. Definitions of quality terms used in this report

Accessible. The timely use of personal health services 
to achieve the best possible health outcomes.*

Client-centered. Care is respectful of, and responsive 
to, individual client preferences, needs, and values; client 
values guide all clinical decisions.†

Effective. Services are based on scientific knowledge and 
provided to all who could benefit and are not provided to 
those not likely to benefit.†

Efficient. Waste is avoided, including waste of equipment, 
supplies, ideas, and energy.†

Equitable. Care does not vary in quality because of the 
personal characteristics of clients (e.g., sex, race/ethnicity, 
geographic location, insurance status, or socioeconomic 
status).†

Evidence-based. The process of integrating science-
based interventions with community preferences to 
improve the health of populations.§ 

Health-care quality. The degree to which health-care 
services for individuals and populations increase the 
likelihood of desired health outcomes and are consistent 
with current professional knowledge.† 

Process. Whether services are provided correctly and 
completely and how clients perceive the care they receive.¶

Safe. Avoids injuries to clients from the care that is 
intended to help them.† 

Structure. The characteristics of the settings in which 
providers deliver health care, including material resources, 
human resources, and organizational structure.¶

Timely. Waits and sometimes harmful delays for both 
those who receive and those who provide care are reduced.†

Value. The care provides good return relative to the costs 
involved, such as a return on investment or a reduction in 
the per capita cost of health care.*

* Source: Institute of Medicine. Future directions for the national healthcare 
quality and disparities reports. Ulmer C, Bruno M, Burke S, eds.
Washington,  DC: The National  Academies  Press ;  2010.

† Source: Institute of Medicine. Crossing the quality chasm: a new health 
system for the 21st century. Committee on Quality of Health Care in 
America, ed. Washington, DC: National Academies of Science; 2001.

§ Source: Kohatsu ND, Robinson JG, Torner JC. Evidence-based public 
health: an evolving concept. Am J Prev Med 2004;27:417–21.

¶ Source: Donabedian A. The quality of care. JAMA 1988;260:1743–8.
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are closely linked to family planning services, and are 
appropriate to deliver in the context of a family planning visit 
but that do not contribute directly to achieving or preventing 
pregnancy (e.g., breast and cervical cancer screening).

•	Other preventive health services. These include 
preventive health services for women that were not 
included above (6), as well as preventive services for men. 
Screening for lipid disorders, skin cancer, colorectal cancer, 
or osteoporosis are examples of this type of service. 
Although important in the context of primary care, these 
have no direct link to family planning services.

Providers of family planning services should be trained and 
equipped to offer all family planning and related preventive 
health services so that they can provide optimal care to clients, 
with referral for specialist care, as needed. Other preventive 
health services should be available either on-site or by referral, 
but these recommendations do not address this category 
of services. Information about preventive services that are 
beyond the scope of this report is available at http://www.
uspreventiveservicestaskforce.org.

Determining the Client’s Need for Services
These recommendations apply to two types of encounters 

with women and men of reproductive age. In the first type of 
encounter, the primary reason for a client’s visit to a health-
care provider is related to preventing or achieving pregnancy, 

(i.e., contraceptive services, pregnancy testing and counseling, 
or becoming pregnant). Other aspects of managing pregnancy 
(e.g., prenatal and delivery care ) are not addressed in these 
recommendations. For clients seeking to prevent or achieve 
pregnancy, providers should assess whether the client needs 
other related services and offer them to the client. In the second 
type of encounter, the primary reason for a client’s visit to a 
health-care provider is not related to preventing or achieving 
pregnancy. For example, the client might come in for acute 
care (e.g., a male client coming in for STD symptoms or as 
a contact of a person with an STD), for chronic care, or for 
another preventive service. In this situation, providers not only 
should address the client’s primary reason for the visit but also 
assess the client’s need for services related to preventing or 
achieving pregnancy.

A clinical pathway of family planning services for women and 
men of reproductive age is provided (Figure 2). The following 
questions can help providers determine what family planning 
services are most appropriate for a given visit. 
•	What is the client’s reason for the visit? It is essential to 

understand the client’s goals for the visit and address those 
needs to the extent possible.

•	Does the client have another source of primary health 
care? Understanding whether a provider is the main source 
of primary care for a client will help identify what 
preventive services a provider should offer. If a provider is 
the client’s main source of primary care, it will be 
important to assess the client’s needs for the other services 
listed in this report. If the client receives ongoing primary 
care from another provider, the provider should confirm 
that the client’s preventive health needs are met while 
avoiding the delivery of duplicative services.

•	 What is the client’s reproductive life plan? An assessment 
should be made of the client’s reproductive life plan, which 
outlines personal goals about becoming pregnant (23–25) 
(Box 2).The provider should avoid making assumptions 
about the client’s needs based on his or her characteristics, 
such as sexual orientation or disabilities. For clients whose 
initial reason for coming to the service site was not related to 
preventing or achieving pregnancy, asking questions about 
his or her reproductive life plan might help identify unmet 
reproductive health-care needs. Identifying a need for 
contraceptive services might be particularly important given 
the high rate of unintended pregnancy in the United States.

 – If the client does not want a child at this time and is 
sexually active, then offer contraceptive services.

 – If the client desires pregnancy testing, then provide 
pregnancy testing and counseling.

 – If the client wants to have a child now, then provide 
services to help the client achieve pregnancy.

FIGURE 1. Family planning and related and other preventive health 
services

Family planning services
• Contraceptive services
• Pregnancy testing and 
   counseling
• Achieving pregnancy
• Basic infertility services
• Preconception health
• Sexually transmitted 
   disease services

Related preventive 
health services
(e.g., screening for breast 
and cervical cancer)

Other preventive 
health services
(e.g., screening for lipid 
disorders)
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 – If the client wants to have a child and is experiencing 
difficulty conceiving, then provide basic infertility services.

•	Does the client need preconception health services? 
Preconception health services (such as screening for 
obesity, smoking, and mental health) are a subset of all 
preventive services for women and men. Preconception 
health care is intended to promote the health of women 
and men of reproductive age before conception, with the 
goal of improving pregnancy-related outcomes (24). 
Preconception health services are also important because 
they improve the health of women and men, even if they 
choose not to become pregnant. The federal and 
professional medical recommendations cited in this report 
should be followed when determining which preconception 
health services a client might need.

•	 Does the client need STD services? The need for STD 
services, including HIV/AIDS testing, should be considered 

at every visit. Many clients requesting contraceptive services 
also might meet the criteria for being at risk of one or more 
STDs. Screening for chlamydia and gonorrhea is especially 
important in a family planning context because these STDs 
contribute to tubal infertility if left untreated. STD services 
are also necessary to maximize preconception health. The 
federal recommendations cited in this report should be 
followed when determining which STD services a client 
might need. Aspects of managing symptomatic STDs are 
not addressed in these recommendations.

•	What other related preventive health services does the 
client need? Whether the client needs related preventive 
health services, such as breast and cervical cancer screening 
for female clients, should be assessed. The federal and 
professional medical recommendations cited in this report 
should be followed when determining which related 
preventive health services a client might need.

FIGURE 2. Clinical pathway of family planning services for women and men of reproductive age

Reason for visit is related to 
preventing or achieving 
pregnancy

Initial reason for visit is not 
related to preventing or 
achieving pregnancy

• Acute care
• Chronic care management
• Preventive services

If services are not needed at this 
visit, reassess at subsequent visits

If needed, 
provide 
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health
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Clients also should be 
provided these 
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clinical recommendations

Clients also should be provided 
or referred for these services, 
per clinical recommendations

Determine the need for services among 
female and male clients of reproductive age
• Assess reason for visit
• Assess source of primary care
• Assess reproductive life plan

Assess need for services related 
to preventing or achieving 
pregnancy
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The individual client’s needs should be considered when 
determining what services to offer at a given visit. It might not 
be feasible to deliver all the needed services in a single visit, and 
they might need to be delivered over the course of several visits. 
Providers should tailor services to meet the specific needs of 
the population they serve. For example, clients who are trying 
to achieve pregnancy and those at high risk of unintended 
pregnancy should be given higher priority for preconception 
health services. In some cases, the provider will deliver the 
initial screening service but then refer to another provider for 
further diagnosis or follow-up care.

The delivery of preconception, STD, and related preventive 
health services should not become a barrier to a client’s ability 
to receive services related to preventing or achieving pregnancy. 
For these clients, receiving services related to preventing or 
achieving pregnancy is the priority; if other family planning 
services cannot be delivered at the initial visit, then follow-up 
visits should be scheduled.

In addition, professional recommendations for how to 
address the needs of diverse clients, such as LGBTQ persons 
(26–32) or persons with disabilities (33), should be consulted 
and integrated into procedures, as appropriate. For example, 
as noted before, providers should avoid making assumptions 
about a client’s gender identity, sexual orientation, race, 
or ethnicity; all requests for services should be treated 
without regard to these characteristics. Similarly, services for 
adolescents should be provided in a “youth-friendly” manner, 
which means that they are accessible, equitable, acceptable, 
appropriate, comprehensive, effective, and efficient for youth, 
as recommended by the World Health Organization (34).

Contraceptive Services
Providers should offer contraceptive services to clients who 

wish to delay or prevent pregnancy. Contraceptive services 
should include consideration of a full range of FDA-approved 
contraceptive methods, a brief assessment to identify the 
contraceptive methods that are safe for the client, contraceptive 
counseling to help a client choose a method of contraception 
and use it correctly and consistently, and provision of one or 
more selected contraceptive method(s), preferably on site, but 
by referral if necessary. Contraceptive counseling is defined as 
a process that enables clients to make and follow through on 
decisions about their contraceptive use. Education is an integral 
component of the contraceptive counseling process that helps 
clients to make informed decisions and obtain the information 
they need to use contraceptive methods correctly.

Key steps in providing contraceptive services, including 
contraceptive counseling and education, have been outlined 
(Box 3). These key steps are in accordance with the five principles 
of quality counseling (Appendix C). To help a client who is 
initiating or switching to a new method of contraception, 
providers should follow these steps. These steps most likely will 
be implemented iteratively when working with a client and 
should help clients adopt, change, or maintain contraceptive use.

Step 1. Establish and maintain rapport with the client. 
Providers should strive to establish and maintain rapport. 
Strategies to achieve these goals include the following:
•	 using open-ended questions;
•	 demonstrating expertise, trustworthiness, and accessibility;
•	 ensuring privacy and confidentiality;
•	 explaining how personal information will be used;
•	 encouraging the client to ask questions and share 

information;
•	 listening to and observing the client; and
•	 being encouraging and demonstrating empathy and 

acceptance.
Step 2. Obtain clinical and social information from 

the client. Providers should ask clients about their medical 
history to identify methods that are safe. In addition, to learn 
more about factors that might influence a client’s choice of a 
contraceptive method, providers should confirm the client’s 
pregnancy intentions or reproductive life plan, ask about the 
client’s contraceptive experiences and preferences, and conduct 
a sexual health assessment. When available, standardized tools 
should be used.
•	Medical history. A medical history should be taken to 

ensure that methods of contraception being considered 
by a client are safe for that particular client. For a female 
client, the medical history should include menstrual 
history (including last menstrual period, menstrual 
frequency, length and amount of bleeding, and other 

BOX 2. Recommended questions to ask when assessing a client’s 
reproductive life plan

Providers should discuss a reproductive life plan with 
clients receiving contraceptive, pregnancy testing and 
counseling, basic infertility, sexually transmitted disease, 
and preconception health services in accordance with 
CDC’s recommendation that all persons capable of having 
a child should have a reproductive life plan.*

 Providers should assess the client’s reproductive life plan 
by asking the client questions such as:
•	Do you have any children now?
•	Do you want to have (more) children?
•	How many (more) children would you like to have 

and when?

* Source: CDC. Recommendations to improve preconception health and 
health care—United States: a report of the CDC/ATSDR Preconception 
Care Work Group and the Select Panel on Preconception Care. MMWR 
2006;55(No. RR-6).
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patterns of uterine/vaginal bleeding), gynecologic and 
obstetrical history, contraceptive use, allergies, recent 
intercourse, recent delivery, miscarriage, or termination, 
and any relevant infectious or chronic health condition 
and other characteristics and exposures (e.g., age, 
postpartum, and breastfeeding) that might affect the 
client’s medical eligibility criteria for contraceptive 
methods (35). Clients considering combined hormonal 
contraception should be asked about smoking tobacco, in 
accordance with CDC guidelines on contraceptive use 
(35). Additional details about the methods of contraception 
that are safe to use for female clients with specific medical 
conditions and characteristics (e.g., hypertension) are 
addressed in previously published guidelines (35). For a 
male client, a medical history should include use of 
condoms, known allergies to condoms, partner use of 
contraception, recent intercourse, whether his partner is 
currently pregnant or has had a child, miscarriage, or 
termination, and the presence of any infectious or chronic 
health condition. However, the taking of a medical history 
should not be a barrier to making condoms available in 
the clinical setting (i.e., a formal visit should not be a 
prerequisite for a client to obtain condoms).

•	 Pregnancy intention or reproductive life plan. Each 
client should be encouraged to clarify decisions about her 
or his reproductive life plan (i.e., whether the client wants 
to have any or more children and, if so, the desired timing 
and spacing of those children) (24).

•	Contraceptive experiences and preferences. Method-
specific experiences and preferences should be assessed by 
asking questions such as, “What method(s) are you 
currently using, if any?”; “What methods have you used 
in the past?”; “Have you previously used emergency 

contraception?”; “Did you use contraception at last sex?”; 
“What difficulties did you experience with prior methods 
if any (e.g., side effects or noncompliance)?”; “Do you 
have a specific method in mind?”; and “Have you discussed 
method options with your partner, and does your partner 
have any preferences for which method you use?” Male 
clients should be asked if they are interested in vasectomy.

•	 Sexual health assessment. A sexual history and risk 
assessment that considers the client’s sexual practices, 
partners, past STD history, and steps taken to prevent 
STDs (36) is recommended to help the client select the 
most appropriate method(s) of contraception. Correct and 
consistent condom use is recommended for those at risk 
for STDs. CDC recommendations for how to conduct a 
sexual health assessment have been summarized (Box 4).

Step 3. Work with the client interactively to select the most 
effective and appropriate contraceptive method. Providers 
should work with the client interactively to select an effective 
and appropriate contraceptive method. Specifically, providers 
should educate the client about contraceptive methods that 
the client can safely use, and help the client consider potential 
barriers to using the method(s) under consideration. Use of 
decision aids (e.g., computerized programs that help a client 
to identify a range of methods that might be appropriate for 
the client based on her physical characteristics such as health 
conditions or preferences about side effects) before or while 
waiting for the appointment can facilitate and maximize the 
utility of the time spent on this step.

Providers should inform clients about all contraceptive 
methods that can be used safely. Before the health-care visit, 
clients might have only limited information about all or 
specific methods of contraception (37). A broad range of 
methods, including long-acting reversible contraception (i.e., 
intrauterine devices [IUDs] and implants), should be discussed 
with all women and adolescents, if medically appropriate.

Providers are encouraged to present information on potential 
reversible methods of contraception by using a tiered approach 
(i.e., presenting information on the most effective methods first, 
before presenting information on less effective methods) (38,39). 
This information should include an explanation that long-
acting reversible contraceptive methods are safe and effective for 
most women, including those who have never given birth and 
adolescents (35). Information should be tailored and presented 
to ensure a client-centered approach. It is not appropriate to omit 
presenting information on a method solely because the method 
is not available at the service site. If not all methods are available 
at the service site, it is important to have strong referral links in 
place to other providers to maximize opportunities for clients 
to obtain their preferred method that is medically appropriate.

BOX 3. Steps in providing contraceptive services, including 
contraceptive counseling* and education

•	 Establish and maintain rapport with the client.
•	 Obtain clinical and social information from the client.
•	Work with the client interactively to select the most 

effective and appropriate contraceptive method.
•	Conduct a physical assessment related to 

contraceptive use, only when warranted.
•	 Provide the contraceptive method along with 

instructions about correct and consistent use, help the 
client develop a plan for using the selected method 
and for follow up, and confirm client understanding.

* Key principles of providing quality counseling including education have 
been outlined (Appendix C).



Recommendations and Reports

MMWR / April 25, 2014 / Vol. 63 / No. 4 9

For clients who have completed childbearing or do not plan 
to have children, permanent sterilization (female or male) is an 
option that may be discussed. Both female and male sterilization 
are safe, are highly effective, and can be performed in an office 
or outpatient surgery setting (40,41). Women and men should 
be counseled that these procedures are not intended to be 
reversible and that other highly effective, reversible methods of 
contraception (e.g., implants or IUDs) might be an alternative 
if they are unsure about future childbearing. Clients interested 
in sterilization should be referred to an appropriate source of 
care if the provider does not perform the procedure.

When educating clients about contraceptive methods that 
the clients can use safely, providers should ensure that clients 
understand the following:
•	Method effectiveness. A contraceptive method’s rate of 

typical effectiveness, or the percentage of women 
experiencing an unintended pregnancy during the first 
year of typical use, is an important consideration (Figure 3; 
Appendix D) (38,42).

•	Correct use of the method. The mode of administration 
and understanding how to use the method correctly might 
be important considerations for the client when choosing 

a method. For example, receiving a contraceptive injection 
every 3 months might not be acceptable to a woman who 
fears injections. Similarly, oral contraceptives might not 
be acceptable to a woman who is concerned that she might 
not be able to remember to take a pill every day.

•	Noncontraceptive benefits. Many contraceptives have 
noncontraceptive benefits, in addition to preventing 
pregnancy, such as reducing heavy menstrual bleeding. 
Although the noncontraceptive benefits are not generally 
the major determinant for selecting a method, awareness 
of these benefits can help clients decide between two or 
more suitable methods and might enhance the client’s 
motivation to use the method correctly and consistently.

•	 Side effects. Providers should inform the client about risks 
and side effects of the method(s) under consideration, help 
the client understand that certain side effects of contraceptive 
methods might disappear over time, and encourage the 
client to weigh the experience of coping with side effects 
against the experience and consequences of an unintended 
pregnancy. The provider should be prepared to discuss and 
correct misperceptions about side effects. Clients also should 
be informed about warning signs for rare, but serious, 
adverse events with specific contraceptive methods, such as 
stroke and venous thromboembolism with use of combined 
hormonal methods.

•	 Protection from STDs, including HIV. Clients should 
be informed that contraceptive methods other than 
condoms offer no protection against STDs, including 
HIV. Condoms, when used correctly and consistently, 
help reduce the risk of STDs, including HIV, and provide 
protection against pregnancy. Dual protection (i.e., 
protection from both pregnancy and STDs) is important 
for clients at risk of contracting an STD, such as those 
with multiple or potentially infected partner(s). Dual 
protection can be achieved through correct and consistent 
use of condoms with every act of sexual intercourse, or 
correct and consistent use of a condom to prevent infection 
plus another form of contraception to prevent pregnancy. 
(For more information about preventing and treating 
STDs, see STD Services.)

When educating clients about the range of contraceptive 
methods, providers should ensure that clients have information 
that is medically accurate, balanced, and provided in a 
nonjudgmental manner. To assist clients in making informed 
decisions, providers should educate clients in a manner that 
can be readily understood and retained. The content, format, 
method, and medium for delivering education should be 
evidence-based (see Appendix E).

When working with male clients, when appropriate, providers 
should discuss information about female-controlled methods 

BOX 4. Steps in conducting a sexual health assessment*

•	 Practices: Explore the types of sexual activity in which 
the patient engages (e.g., vaginal, anal, or oral sex).

•	 Pregnancy prevention: Discuss current and future 
contraceptive options. Ask about current and previous 
use of methods, use of contraception at last sex, 
difficulties with contraception, and whether the client 
has a particular method in mind.

•	 Partners: Ask questions to determine the number, gender 
(men, women, or both), and concurrency of the patient’s 
sex partners (if partner had sex with another partner while 
still in a sexual relationship with the patient). It might be 
necessary to define the term “partner” to the patient or use 
other, relevant terminology.

•	 Protection from sexually transmitted diseases 
(STDs): Ask about condom use, with whom they do 
or do not use condoms, and situations that make it 
harder or easier to use condoms. Topics such as 
monogamy and abstinence also can be discussed.

•	 Past STD history: Ask about any history of STDs, 
including whether their partners have ever had an 
STD. Explain that the likelihood of an STD is higher 
with a past history of an STD.

* Source: CDC. Sexually transmitted diseases treatment guidelines, 2010. 
MMWR 2010;59(No. RR-12).
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(including emergency contraception) encourage discussion of 
contraception with partners, and provide information about how 
partners can access contraceptive services. Male clients should 
also be reminded that condoms should be used correctly and 
consistently to reduce risk of STDs, including HIV.

When working with any client, encourage partner 
communication about contraception, as well as understanding 
partner barriers (e.g., misperceptions about side effects) and 
facilitators (e.g., general support) of contraceptive use (43–46).

The provider should help the client consider potential 
barriers to using the method(s) under consideration. This 
includes consideration of the following factors:
•	 Social-behavioral factors. Social-behavioral factors might 

influence the likelihood of correct and consistent use of 

contraception (47). Providers should help the client 
consider the advantages and disadvantages of the 
method(s) being considered, the client’s feelings about 
using the method(s), how her or his partner is likely to 
respond, the client’s peers’ perceptions of the method(s), 
and the client’s confidence in being able to use the method 
correctly and consistently (e.g., using a condom during 
every act of intercourse or remembering to take a pill every 
day) (37).

•	 Intimate partner violence and sexual violence. Current 
and past intimate partner sexual or domestic violence 
might impede the correct and consistent use of 
contraception, and might be a consideration when 
choosing a method (47–49). For example, an IUD might 

FIGURE 3. The typical effectiveness of Food and Drug Administration–approved contraceptive methods
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be preferred because it does not require the partner’s 
participation. The medical history might provide 
information on signs of current or past violence and, if 
not, providers should ask clients about relationship issues 
that might be potential barriers to contraceptive use. In 
addition, clients experiencing intimate partner violence 
or sexual violence should be referred for appropriate care.

•	 Mental health and substance use behaviors. Mental health 
(e.g., depression, anxiety disorders, and other mental 
disorders) and substance use behaviors (e.g., alcohol use, 
prescription abuse, and illicit drug use) might affect a client’s 
ability to correctly and consistently use contraception 
(47,50). The medical history might provide information 
about the signs of such conditions or behaviors, and if not, 
providers should ask clients about substance use behaviors 
or mental health disorders, such as depression or anxiety, 
that might interfere with the motivation or ability to follow 
through with contraceptive use. If needed, clients with 
mental health disorders or risky substance use behaviors 
should be referred for appropriate care.

Step 4. Conduct a physical assessment related to 
contraceptive use, when warranted. Most women will need 
no or few examinations or laboratory tests before starting a 
method of contraception. Guidance on necessary examinations 
and tests related to initiation of contraception is available (42). 
A list of assessments that need to be conducted when providing 
reversible contraceptive services to a female client seeking to 
initiate or switch to a new method of reversible contraception is 
provided (Table 1) (42). Clinical evaluation of a client electing 
permanent sterilization should be guided by the clinician who 
performs the procedure. Recommendations for contraceptive 
use are available (42). Key points include the following:
•	Blood pressure should be taken before initiating the use 

of combined hormonal contraception.
•	 Providers should assess the current pregnancy status of 

clients receiving contraception (42), which provides 
guidance on how to be reasonably certain that a woman 
is not pregnant at the time of contraception initiation. In 
most cases, a detailed history provides the most accurate 
assessment of pregnancy risk in a woman about to start 
using a contraceptive method. Routine pregnancy testing 
for every woman is not necessary.

•	 Weight measurement is not needed to determine medical 
eligibility for any method of contraception because all 
methods generally can be used among obese women. 
However, measuring weight and calculating BMI at baseline 
might be helpful for monitoring any changes and counseling 
women who might be concerned about weight change 
perceived to be associated with their contraceptive method.

•	Unnecessary medical procedures and tests might create 
logistical, emotional, or economic barriers to contraceptive 
access for some women, particularly adolescents and low-
income women, who have high rates of unintended 
pregnancies (1,51,52). For both adolescent and adult 
female clients, the following examinations and tests are 
not needed routinely to provide contraception safely to a 
healthy client (although they might be needed to address 
other non-contraceptive health needs) (42):

 – pelvic examinations, unless inserting an intrauterine 
device (IUD) or fitting a diaphragm;

 – cervical cytology or other cancer screening, including 
clinical breast exam;

 – human immunodeficiency virus (HIV) screening; and
 – laboratory tests for lipid, glucose, liver enzyme, and 
hemoglobin levels or thrombogenic mutations.

For male clients, no physical examination needs to be 
performed before distributing condoms.

Step 5. Provide the contraceptive method along with 
instructions about correct and consistent use, help the 
client develop a plan for using the selected method and for 
follow-up, and confirm client understanding.
•	 A broad range of FDA-approved contraceptive methods 

should be available onsite. Referrals for methods not 
available onsite should be provided for clients who indicate 
they prefer those methods. When providing contraception, 
providers should instruct the client about correct and 
consistent use and employ the following strategies to 
facilitate a client’s use of contraception:

 – Provide onsite dispensing;
 – Begin contraception at the time of the visit rather than 

waiting for next menses (also known as “quick start”) if 
the provider can reasonably be certain that the client is 
not pregnant (42). A provider can be reasonably certain 
that a woman is not pregnant if she has no symptoms or 
signs of pregnancy and meets any one of the following 
criteria (42,53):
 ˏ is ≤7 days after the start of normal menses,
 ˏ has not had sexual intercourse since the start of last 

normal menses, 
 ˏ has been using a reliable method of contraception 

correctly and consistently,
 ˏ is ≤7 days after spontaneous or induced abortion, 
 ˏ is within 4 weeks postpartum, 
 ˏ is fully or nearly fully breastfeeding (exclusively 

breastfeeding or the vast majority [≥85%] of feeds are 
breastfeeds), amenorrheic, and <6 months postpartum;

 – Provide or prescribe multiple cycles (ideally a full year’s 
supply) of oral contraceptive pills, the patch, or the ring 
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to minimize the number of times a client has to return to 
the service site;

 – Make condoms easily and inexpensively available; and
 – If a client chooses a method that is not available on-site 
or the same day, provide the client another method to 
use until she or he can start the chosen method.

•	Help the client develop a plan for using the selected 
method. Using a method incorrectly or inconsistently and 
having gaps in contraceptive protection because of method 
switching both increase the likelihood of an unintended 
pregnancy (37). After the method has been provided, or 
a plan put into place to obtain the chosen method, 
providers should help the client develop an action plan 
for using the selected method.

Providers should encourage clients to anticipate reasons 
why they might not use their chosen method(s) correctly or 
consistently, and help them develop strategies to deal with 
these possibilities. For example, for a client selecting oral 
contraceptive pills who might forget to take a pill, the provider 
can work with the client to identify ways to routinize daily 
pill taking (e.g., use of reminder systems such as daily text 

messages or cell phone alarms). Providers also may inform 
clients about the availability of emergency contraceptive pills 
and may provide clients an advance supply of emergency 
contraceptive pills on-site or by prescription, if requested.

Side effects (e.g., irregular vaginal bleeding) are a primary 
reason for method discontinuation (54), so providers 
should discuss ways the client might deal with potential side 
effects to increase satisfaction with the method and improve 
continuation (42).

•	Develop a plan for follow-up. Providers should discuss an 
appropriate follow-up plan with the client to meet their 
individual needs, considering the client’s risk for 
discontinuation. Follow-up provides an opportunity to 
inquire about any initial difficulties the client might be 
experiencing, and might reinforce the perceived accessibility 
of the provider and increase rapport. Alternative modes 
of follow-up other than visits to the service site, such as 
telephone, e-mail, or text messaging, should be considered 
(assuming confidentiality can be assured), as needed.

As noted previously, if a client chooses a method that 
is not available on-site or during the visit, the provider 

TABLE 1. Assessments to conduct when a female client is initiating a new method of reversible contraception

Cu-IUD and 
LNG-IUD Implant Injectable

Combined 
hormonal 

contraception
Progestin-
only pills Condom

Diaphragm or 
cervical 

cap Spermicide

Examination
Blood pressure C C C A* C C C C
Weight (BMI) (weight [kg]/height [m]2) —†  —† —† —† —† C C C
Clinical breast examination C C C C C C C C
Bimanual examination and cervical 

inspection
A C C C C C A§ C

Laboratory test
Glucose C C C C C C C C
Lipids C C C C C C C C
Liver enzymes C C C C C C C C
Hemoglobin C C C C C C C C
Thrombogenic mutations C C C C C C C C
Cervical cytology (Papanicolaou smear) C C C C C C C C
STD screening with laboratory tests —¶ C C C C C C C
HIV screening with laboratory tests C C C C C C C C

Source: CDC. U.S. selected practice recommendations for contraceptive use 2013. MMWR 2013;62(No. RR-5).
Abbreviations: A = Class A: essential and mandatory in all circumstances for safe and effective use of the contraceptive method; B = Class B: contributes substantially 
to safe and effective use, but implementation might be considered within the public health and/or service context (the risk of not performing an examination or test 
should be balanced against the benefits of making the contraceptive method available); C = Class C: does not contribute substantially to safe and effective use of the 
contraceptive method; Cu-IUD = copper-containing intrauterine device; LNG-IUD = levonorgestrel releasing intrauterine device.
* In cases in which access to health care might be limited, the blood pressure measurement can be obtained by the woman in a nonclinical setting (e.g., pharmacy 

or fire station) and self-reported to the provider.
† Weight (BMI) measurement is not needed to determine medical eligibility for any methods of contraception because all methods can be used (U.S. Medical Eligibility 

Criteria 1) or generally can be used (U.S. Medical Eligibility Criteria 2) among obese women (Source: CDC. U.S. medical eligibility criteria for contraceptive use 2010. 
MMWR 2010;59[No. RR-4]). However, measuring weight and calculating BMI at baseline might be helpful for monitoring any changes and counseling women who 
might be concerned about weight change perceived to be associated with their contraceptive method.

§ A bimanual examination (not cervical inspection) is needed for diaphragm fitting.
¶ Most women do not require additional STD screening at the time of IUD insertion, if they have already been screened according to CDC’s STD treatment guidelines 

(Sources: CDC. STD treatment guidelines. Atlanta, GA: US Department of Health and Human Services, CDC; 2013. Available at http://www.cdc.gov/std/treatment. 
CDC. Sexually transmitted diseases treatment guidelines, 2010. MMWR. 2010;59[No. RR-12]). If a woman has not been screened according to guidelines, screening 
can be performed at the time of IUD insertion and insertion should not be delayed. Women with purulent cervicitis or current chlamydial infection or gonorrhea 
should not undergo IUD insertion (U.S. Medical Eligibility Criteria 4). Women who have a very high individual likelihood of STD exposure (e.g., those with a currently 
infected partner) generally should not undergo IUD insertion (U.S. Medical Eligibility Criteria 3) (Source: CDC. U.S. medical eligibility criteria for contraceptive use 
2010. MMWR 2010;59[No. RR-4]). For these women, IUD insertion should be delayed until appropriate testing and treatment occurs.

http://www.cdc.gov/std/treatment
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should schedule a follow-up visit with the client or provide 
a referral for her or him to receive the method. The client 
should be provided another method to use until she or he 
can start the chosen method.

•	Confirm the client’s understanding. Providers should assess 
whether the client understands the information that was 
presented. The client’s understanding of the most 
important information about her or his chosen 
contraceptive method should be documented in the 
medical record (e.g., by a checkbox or written statement).

The teach-back method may be used to confirm the client’s 
understanding by asking the client to repeat back messages 
about risks and benefits and appropriate method use and 
follow-up. If providers assess the client’s understanding, then 
the check box or written statement can be used in place of a 
written method-specific informed consent form. Topics that 
providers may consider having the client repeat back include 
the following: typical method effectiveness; how to use the 
method correctly; protection from STDs; warning signs 
for rare, but serious, adverse events and what to do if they 
experience a warning sign; and when to return for follow-up. 

Provide Counseling for Returning Clients
When serving contraceptive clients who return for ongoing 

care related to contraception, providers should ask if the 
client has any concerns with the method and assess its use. 
The provider should assess any changes in the client’s medical 
history, including changes in risk factors and medications that 
might affect safe use of the contraceptive method. If the client 
is using the method correctly and consistently and there are no 
concerns about continued use, an appropriate follow-up plan 
should be discussed and more contraceptive supplies given 
(42). If the client or provider has concerns about the client’s 
correct or consistent use of the method, the provider should 
ask if the client would be interested in considering a different 
method of contraception. If the client is interested, the steps 
described above should be followed.

Counseling Adolescent Clients
Providers should give comprehensive information to 

adolescent clients about how to prevent pregnancy (55–57). 
This information should clarify that avoiding sex (i.e., 
abstinence) is an effective way to prevent pregnancy and STDs. 
If the adolescent indicates that she or he will be sexually active, 
providers should give information about contraception and 
help her or him to choose a method that best meets her or his 
individual needs, including the use of condoms to reduce the 
risk of STDs. Long-acting reversible contraception is a safe 
and effective option for many adolescents, including those 
who have not been pregnant or given birth (35).

Providers of family planning services should offer confidential 
services to adolescents and observe all relevant state laws and 
any legal obligations, such as notification or reporting of child 
abuse, child molestation, sexual abuse, rape, or incest, as well 
as human trafficking (58,59). Confidentiality is critical for 
adolescents and can greatly influence their willingness to access 
and use services (60–67). As a result, multiple professional 
medical associations have emphasized the importance of 
providing confidential services to adolescents (68–70).

Providers should encourage and promote communication 
between the adolescent and his or her parent(s) or guardian(s) 
about sexual and reproductive health (71–86). Adolescents 
who come to the service site alone should be encouraged to 
talk to their parents or guardians. Educational materials and 
programs can be provided to parents or guardians that help 
them talk about sex and share their values with their child 
(72,87). When both parent or guardian and child have agreed, 
joint discussions can address family values and expectations 
about dating, relationships, and sexual behavior.

In a given year, approximately 20% of adolescent births 
represent repeat births (88), so in addition to providing 
postpartum contraception, providers should refer pregnant 
and parenting adolescents to home visiting and other programs 
that have been demonstrated to provide needed support and 
reduce rates of repeat teen pregnancy (89–94).

Services for adolescents should be provided in a “youth-
friendly” manner, which means that they are accessible, 
equitable, acceptable, appropriate, comprehensive, effective, 
and efficient for youth as recommended by the World Health 
Organization (34).

Pregnancy Testing and Counseling
Providers of family planning services should offer pregnancy 

testing and counseling services as part of core family planning 
services, in accordance with recommendations of major 
professional medical organizations, such as the American 
College of Obstetricians and Gynecologists (ACOG) and the 
American Academy of Pediatrics (AAP) (95–97).

Pregnancy testing is a common reason for a client to visit a 
provider of family planning services. Approximately 65% of 
pregnancies result in live births, 18% in induced abortion, 
and 17% spontaneous fetal loss (98). Among live births, only 
1% of infants are placed for adoption within their first month 
of life (99).

The visit should include a discussion about her reproductive 
life plan and a medical history that includes asking about 
any coexisting conditions (e.g., chronic medical illnesses, 
physical disability, psychiatric illness) (95,96). In most cases, 
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a qualitative urine pregnancy test will be sufficient; however, 
in certain cases, the provider may consider performing a 
quantitative serum pregnancy test, if exact hCG levels would 
be helpful for diagnosis and management. The test results 
should be presented to the client, followed by a discussion of 
options and appropriate referrals.

Options counseling should be provided in accordance with 
recommendations from professional medical associations, such as 
ACOG and AAP (95–97). A female client might wish to include 
her partner in the discussion; however, if a client chooses not to 
involve her partner, confidentiality must be assured.

Positive Pregnancy Test
If the pregnancy test is positive, the clinical visit should include 

an estimation of gestational age so that appropriate counseling 
can be provided. If a woman is uncertain about the date of her 
last normal menstrual period, a pelvic examination might be 
needed to help assess gestational age. In addition, clients should 
receive information about the normal signs and symptoms of 
early pregnancy, and should be instructed to report any concerns 
to a provider for further evaluation. If ectopic pregnancy or 
other pregnancy abnormalities or problems are suspected, the 
provider should either manage the condition or refer the client 
for immediate diagnosis and management.

Referral to appropriate providers of follow-up care should 
be made at the request of the client, as needed. Every effort 
should be made to expedite and follow through on all referrals. 
For example, providers might provide a resource listing or 
directory of providers to help the client identify options for 
care. Depending upon a client’s needs, the provider may make 
an appointment for the client, or call the referral site to let them 
know the client was referred. Providers also should assess the 
client’s social support and refer her to appropriate counseling 
or other supportive services, as needed.

For clients who are considering or choose to continue the 
pregnancy, initial prenatal counseling should be provided 
in accordance with the recommendations of professional 
medical associations, such as ACOG (97). The client should 
be informed that some medications might be contraindicated 
in pregnancy, and any current medications taken during 
pregnancy need to be reviewed by a prenatal care provider 
(e.g., an obstetrician or midwife). In addition, the client should 
be encouraged to take a daily prenatal vitamin that includes 
folic acid; to avoid smoking, alcohol, and other drugs; and 
not to eat fish that might have high levels of mercury (97). If 
there might be delays in obtaining prenantal care, the client 
should be provided or referred for any needed STD screening 
(including HIV) and vaccinations (36).

Negative Pregnancy Test
Women who are not pregnant and who do not want to 

become pregnant at this time should be offered contraceptive 
services, as described previously. The contraceptive counseling 
session should explore why the client thought that she was 
pregnant and sought pregnancy testing services, and whether 
she has difficulties using her current method of contraception. 
A negative pregnancy test also provides an opportunity to discuss 
the value of making a reproductive life plan. Ideally, these services 
will be offered in the same visit as the pregnancy test because 
clients might not return at a later time for contraceptive services.

Women who are not pregnant and who are trying to become 
pregnant should be offered services to help achieve pregnancy or 
basic infertility services, as appropriate (see “Clients Who Want 
to Become Pregnant” and “Basic Infertility Services”). They also 
should be offered preconception health and STD services (see 
“Preconception Health Services” and “STD services”).

Clients Who Want to 
Become Pregnant

Providers should advise clients who wish to become pregnant 
in accordance with the recommendations of professional 
medical organizations, such as the American Society for 
Reproductive Medicine (ASRM) (100).

Providers should ask the client (or couple) how long she or 
they have been trying to get pregnant and when she or they 
hope to become pregnant. If the client’s situation does not 
meet one of the standard definitions of infertility (see “Basic 
Infertility Services”), then she or he may be counseled about 
how to maximize fertility. Key points are as follows:
•	The client should be educated about peak days and signs 

of fertility, including the 6-day interval ending on the day 
of ovulation that is characterized by slippery, stretchy 
cervical mucus and other possible signs of ovulation.

•	Women with regular menstrual cycles should be advised 
that vaginal intercourse every 1–2 days beginning soon 
after the menstrual period ends can increase the likelihood 
of becoming pregnant.

•	 Methods or devices designed to determine or predict the time 
of ovulation (e.g., over-the-counter ovulation kits, digital 
telephone applications, or cycle beads) should be discussed.

•	 It should be noted that fertility rates are lower among 
women who are very thin or obese, and those who consume 
high levels of caffeine (e.g., more than five cups per day).

•	 Smoking, consuming alcohol, using recreational drugs, 
and using most commercially available vaginal lubricants 
should be discouraged as these might reduce fertility.
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Basic Infertility Services
Providers should offer basic infertility care as part of 

core family planning services in accordance with the 
recommendations of professional medical organizations, such 
as ACOG, ASRM, and the American Urological Association 
(AUA) (96,101,102).

Infertility commonly is defined as the failure of a couple 
to achieve pregnancy after 12 months or longer of regular 
unprotected intercourse (101). Earlier assessment (such as 
6 months of regular unprotected intercourse) is justified 
for women aged >35 years, those with a history of oligo-
amenorrhea (infrequent menstruation), those with known or 
suspected uterine or tubal disease or endometriosis, or those 
with a partner known to be subfertile (the condition of being 
less than normally fertile though still capable of effecting 
fertilization) (101). An early evaluation also might be warranted 
if risk factors of male infertility are known to be present or 
if there are questions regarding the male partner’s fertility 
potential (102). Infertility visits to a family planning provider 
are focused on determining potential causes of the inability to 
achieve pregnancy and making any needed referrals to specialist 
care (101,102). ASRM recommends that evaluation of both 
partners should begin at the same time (101).

Basic Infertility Care for Women
The clinical visit should focus on understanding the client’s 

reproductive life plan (24) and her difficulty in achieving 
pregnancy through a medical history, sexual health assessment 
and physical exam, in accordance with recommendations 
developed by professional medical associations such as 
ASRM (101) and ACOG (96). The medical history should 
include past surgery, including indications and outcome(s), 
previous hospitalizations, serious illnesses or injuries, medical 
conditions associated with reproductive failure (e.g., thyroid 
disorders, hirsutism, or other endocrine disorders), and 
childhood disorders; results of cervical cancer screening and 
any follow-up treatment; current medication use and allergies; 
and family history of reproductive failure. In addition, a 
reproductive history should include how long the client has 
been trying to achieve pregnancy; coital frequency and timing, 
level of fertility awareness, and results of any previous evaluation 
and treatment; gravidity, parity, pregnancy outcome(s), and 
associated complications; age at menarche, cycle length and 
characteristics, and onset/severity of dysmenorrhea; and 
sexual history, including pelvic inflammatory disease, history 
of STDs, or exposure to STDs. A review of systems should 
emphasize symptoms of thyroid disease, pelvic or abdominal 
pain, dyspareunia, galactorrhea, and hirsutism (101).

The physical examination should include: height, weight, and 
body mass index (BMI) calculation; thyroid examination to 
identify any enlargement, nodule, or tenderness; clinical breast 
examination; and assessment for any signs of androgen excess. 
A pelvic examination should assess for: pelvic or abdominal 
tenderness, organ enlargement or mass; vaginal or cervical 
abnormality, secretions, or discharge; uterine size, shape, position, 
and mobility; adnexal mass or tenderness; and cul-de-sac mass, 
tenderness, or nodularity. If needed, clients should be referred 
for further diagnosis and treatment (e.g., serum progesterone 
levels, follicle-stimulating hormone/luteinizing hormone levels, 
thyroid function tests, prolactin levels, endometrial biopsy, 
transvaginal ultrasound, hysterosalpingography, laparoscopy, 
and clomiphene citrate).

Basic Infertility Care for Men
Infertility services should be provided for the male partner 

of an infertile couple in accordance with recommendations 
developed by professional medical associations such as AUA 
(102). Providers should discuss the client’s reproductive life 
plan, take a medical history, and conduct a sexual health 
assessment. AUA recommends that the medical history include 
a reproductive history (102). The medical history should 
include systemic medical illnesses (e.g., diabetes mellitus), 
prior surgeries and past infections; medications (prescription 
and nonprescription) and allergies; and lifestyle exposures. The 
reproductive history should include methods of contraception, 
coital frequency and timing; duration of infertility and prior 
fertility; sexual history; and gonadal toxin exposure, including 
heat. Patients also should be asked about their female partners’ 
history of pelvic inflammatory disease, their partners’ histories 
of STDs, and problems with sexual dysfunction.

In addition, a physical examination should be conducted with 
particular focus given to 1) examination of the penis, including 
the location of the urethral meatus; 2) palpation of the testes 
and measurement of their size; 3) presence and consistency of 
both the vas deferens and epididymis; 4) presence of a varicocele; 
5) secondary sex characteristics; and 6) a digital rectal exam 
(102). Male clients concerned about their fertility should have 
a semen analysis. If this test is abnormal, they should be referred 
for further diagnosis (i.e., second semen analysis, endocrine 
evaluation, post-ejaculate urinalysis, or others deemed necessary) 
and treatment. The semen analysis is the first and most simple 
screen for male fertility.

Infertility Counseling
Counseling provided during the clinical visit should be 

guided by information elicited from the client during the 
medical and reproductive history and the findings of the 
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physical exam. If there is no apparent cause of infertility 
and the client does not meet the definition above, providers 
should educate the client about how to maximize fertility (see 
“Clients Who Want to Become Pregnant”). ACOG notes 
the importance of addressing the emotional and educational 
needs of clients with infertility and recommends that providers 
consider referring clients for psychological support, infertility 
support groups, or family counseling (96).

Preconception Health Services
Providers of family planning services should offer 

preconception health services to female and male clients 
in accordance with CDC’s recommendations to improve 
preconception health and health care (24).

Preconception health services are beneficial because of 
their effect on pregnancy and birth outcomes and their 
role in improving the health of women and men. The term 
preconception describes any time that a woman of reproductive 
potential is not pregnant but at risk of becoming pregnant, 
or when a man is at risk for impregnating his female partner.

Preconception health-care services for women aim to identify 
and modify biomedical, behavioral, and social risks to a 
woman’s health or pregnancy outcomes through prevention and 
management. It promotes the health of women of reproductive 
age before conception, and thereby helps to reduce pregnancy-
related adverse outcomes, such as low birthweight, premature 
birth, and infant mortality (24). Moreover, the preconception 
health services recommended here are equally important 
because they contribute to the improvement of women’s health 
and well-being, regardless of her childbearing intentions. CDC 
recommends that preconception health services be integrated 
into primary care visits made by women of reproductive age, 
such as family planning visits (24).

In the family planning setting, providers may prioritize 
screening and counseling about preconception health for 
couples that are trying to achieve pregnancy and couples 
seeking basic infertility services. Women who are using 
contraception to prevent or delay pregnancy might also 
benefit from preconception health services, especially those 
at high risk of unintended pregnancy. A woman is at high 
risk of unintended pregnancy if she is using no method or a 
less effective method of contraception (e.g., barrier methods, 
rhythm, or withdrawal), or has a history of contraceptive 
discontinuation or incorrect use (38,39). A woman is at lower 
risk of unintended pregnancy if she is using a highly effective 
method, such as an IUD or implant, or has an established 
history of using methods of contraception, such as injections, 
pills, patch, or ring correctly and consistently (38,39). Clients 

who do not want to become pregnant should also be provided 
preconception health services, since they are recommended by 
USPSTF for the purpose of improving the health of adults.

Recommendations for improving the preconception health 
of men also have been identified, although the evidence base 
for many of the recommendations for men is less than that 
for women (103). This report includes preconception health 
services that address men as partners in family planning (i.e., both 
preventing and achieving pregnancy), their direct contributions 
to infant health (e.g., genetics), and their role in improving the 
health of women (e.g., through reduced STD/HIV transmission). 
Moreover, these services are important for improving the health 
of men regardless of their pregnancy intention.

In a family planning setting, all women planning or capable 
of pregnancy should be counseled about the need to take a daily 
supplement containing 0.4 to 0.8 mg of folic acid, in accordance 
with the USPSTF recommendation (Grade A) (104).

Other preconception health services for women and men 
should include discussion of a reproductive life plan and 
sexual health assessment (Boxes 2 and 4), as well as the 
screening services described below (24,103,105). Services 
should be provided in accordance with the cited clinical 
recommendations, and any needed follow up (further 
diagnosis, treatment) should be provided either on-site or 
through referral.

Medical History
For female clients, the medical history should include 

the reproductive history, history of poor birth outcomes 
(i.e., preterm, cesarean delivery, miscarriage, and stillbirth), 
environmental exposures, hazards and toxins (e.g., smoking, 
alcohol, other drugs), medications that are known teratogens, 
genetic conditions, and family history (24,105).

For male clients, the medical history should include asking about 
the client’s past medical and surgical history that might impair his 
reproductive health (e.g., genetic conditions, history of reproductive 
failures, or conditions that can reduce sperm quality, such as obesity, 
diabetes mellitus, and varicocele) and environmental exposures, 
hazards and toxins (e.g., smoking) (103).

Intimate Partner Violence
Providers should screen women of childbearing age for 

intimate partner violence and provide or refer women who screen 
positive to intervention services, in accordance with USPSTF 
(Grade B) recommendations (106).

Alcohol and Other Drug Use
For female and male adult clients, providers should screen for 

alcohol use in accordance with the USPSTF recommendation 
(Grade B) for how to do so, and provide behavioral counseling 
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interventions, as indicated (107). Screening adults for other 
drug use and screening adolescents for alcohol and other drug 
use has the potential to reduce misuse of alcohol and other 
drugs, and can be recommended (105,108,109). However, 
the USPSTF recommendation for screening for other drugs 
in adults, and for alcohol and other drugs in adolescents, is an 
“I,” and patients should be informed that there is insufficient 
evidence to assess the balance of benefits and harms of this 
screening (107,110).

Tobacco Use
For female and male clients, providers should screen for 

tobacco use in accordance with the USPSTF recommendation 
(111,112) for how to do so. Adults (Grade A) who use tobacco 
products should be provided or referred for tobacco cessation 
interventions, including brief behavioral counseling sessions 
(<10 minutes) and pharmacotherapy delivered in primary 
care settings (111). Adolescents (Grade B) should be provided 
intervention to prevent initiation of tobacco use (112).

Immunizations
For female and male clients, providers should screen for 

immunization status in accordance with recommendations 
of CDC’s Advisory Committee on Immunization Practices 
(113) and offer vaccination, as indicated, or provide referrals 
to community providers for immunization. Female and male 
clients should be screened for age-appropriate vaccinations, 
such as influenza and tetanus–diphtheria–pertussis (Tdap), 
measles, mumps, and rubella (MMR), varicella, pneumococcal, 
and meningococcal. In addition, ACOG recommends that 
rubella titer be performed in women who are uncertain about 
MMR immunization (108). (For vaccines for reproductive 
health-related conditions, i.e., human papillomavirus and 
hepatitis B, see “Sexually Transmitted Disease Services.”)

Depression
For all clients, providers should screen for depression 

when staff-assisted depression care supports are in place to 
ensure accurate diagnosis, effective treatment, and follow-up 
(114,115). Staff-assisted care supports are defined as clinical 
staff members who assist the primary care clinician by 
providing some direct depression care, such as care support or 
coordination, case management, or mental health treatment. 
The lowest effective staff supports consist of a screening nurse 
who advises primary care clinicians of a positive screen and 
provides a protocol facilitating referral to behavioral therapy.

Providers also may follow American Psychiatric Association 
(116) and American Academy of Child and Adolescent 
Psychiatry (117) recommendations to assess risk for suicide 
among persons experiencing depression and other risk factors.

Height, Weight, and Body Mass Index 
For all clients, providers should screen adult (Grade B) and 

adolescent (Grade B) clients for obesity in accordance with 
the USPSTF recommendation, and obese adults should be 
referred for intensive counseling and behavioral interventions 
to promote sustained weight loss (118,119). Clients likely will 
need to be referred for this service. These interventions typically 
comprise 12 to 26 sessions in a year and include multiple 
behavioral management activities, such as group sessions, 
individual sessions, setting weight-loss goals, improving diet 
or nutrition, physical activity sessions, addressing barriers to 
change, active use of self-monitoring, and strategizing how to 
maintain lifestyle changes. 

Blood Pressure
For female and male clients, providers should screen for 

hypertension in accordance with the USPSTF’s recommendation 
(Grade A) that blood pressure be measured routinely 
among adults (120) and the Joint National Committee on 
Prevention, Detection, Evaluation, and Treatment of High 
Blood Pressure’s recommendation that persons with blood 
pressure less than 120/80 be screened every 2 years, and every 
year if prehypertensive (i.e., blood pressure 120–139/80–89) 
(121). Providers also may follow AAP’s recommendation that 
adolescents receive annual blood pressure screening (109).

Diabetes
For female and male clients, providers should follow the 

USPSTF recommendation (Grade B) to screen for type 2 
diabetes in asymptomatic adults with sustained blood pressure 
(either treated or untreated) >135/80 mmHg (122).

Sexually Transmitted 
Disease Services

Providers should offer STD services in accordance with CDC’s 
STD treatment and HIV testing guidelines (36,123,124). It 
is important to test for chlamydia annually among young 
sexually active females and for gonorrhea routinely among all 
sexually active females at risk for infection because they can 
cause tubal infertility in women if left untreated. Testing for 
syphilis, HIV/AIDS, and hepatitis C should be conducted 
as recommended (36,123,124). Vaccination for human 
papillomavirus (HPV) and hepatitis B are also important parts 
of STD services and preconception care (113).

STD services should be provided for persons with no signs or 
symptoms suggestive of an STD. STD diagnostic management 
recommendations are not included in these guidelines, so 
providers should refer to CDC’s STD treatment guidelines 
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(36) when caring for clients with STD symptoms. STD services 
include the following steps, which should be provided at the 
initial visit and at least annually thereafter:

Step 1. Assess: The provider should discuss the client’s 
reproductive life plan, conduct a standard medical history 
and sexual health assessment (see text box above), and check 
immunization status. A pelvic exam is not indicated in patients 
with no symptoms suggestive of an STD.

Step 2. Screen: A client who is at risk of an STD 
(i.e., sexually active and not involved in a mutually 
monogamous relationship with an uninfected partner) should 
be screened for HIV and the other STDs listed below, in 
accordance with CDC’s STD treatment guidelines (36) and 
recommendations for HIV testing of adults, adolescents, 
and pregnant women in health-care settings (123). Clients 
also should follow CDC’s recommendations for testing 
for hepatitis C (124), and the Advisory Committee on 
Immunization Practice’s recommendations on reproductive 
health-related immunizations (113). It is important to follow 
these guidelines both to ensure that clients receive needed 
services and to avoid unnecessary screening.

Chlamydia
For female clients, providers should screen all sexually active 

women aged ≤25 years for chlamydia annually, in addition 
to sexually active women aged >25 years with risk factors for 
chlamydia infection (36). Women aged >25 years at higher 
risk include sexually active women who have a new or more 
than one sex partner or who have a partner who has other 
concurrent partners. Females with chlamydia infection should 
be rescreened for re-infection at 3 months after treatment. 
Pregnant women should be screened for chlamydia at the time 
of their pregnancy test if there might be delays in obtaining 
prenatal care (36).

For male clients, chlamydia screening can be considered for 
males seen at sites with a high prevalence of chlamydia, such 
as adolescent clinics, correctional facilities, and STD clinics 
(36,125,126). Providers should screen men who have sex with 
men (MSM) for chlamydia at anatomic sites of exposure, in 
accordance with CDC’s STD treatment guidelines (36). Males 
with symptoms suggestive of chlamydia (urethral discharge or 
dysuria or whose partner has chlamydia) should be tested and 
empirically treated at the initial visit. Males with chlamydia 
infection should be re-screened for reinfection at 3 months (36).

Gonorrhea
For female clients, providers should screen clients for gonorrhea, 

in accordance with CDC’s STD treatment guidelines (36). 
Routine screening for N. gonorrhoeae in all sexually active women 
at risk for infection is recommended annually (36). Women aged 

<25 years are at highest risk for gonorrhea infection. Other risk 
factors that place women at increased risk include a previous 
gonorrhea infection, the presence of other STDs, new or multiple 
sex partners, inconsistent condom use, commercial sex work, and 
drug use. Females with gonnorrhea infection should be re-screened 
for re-infection at 3 months after treatment. Pregnant women 
should be screened for gonorrhea at the time of their pregnancy 
test if there might be delays in obtaining prenatal care (36).

For male clients, providers should screen MSM for gonorrhea 
at anatomic sites of exposure, in accordance with CDC’s STD 
treatment guidelines (36). Males with symptoms suggestive of 
gonorrhea (urethral discharge or dysuria or whose partner has 
gonorrhea) should be tested and empirically treated at the initial 
visit. Males with gonorrhea infection should be re-screened for 
reinfection at 3 months after treatment (36,126–128).

Syphilis
For female and male clients, providers should screen clients for 

syphilis, in accordance with CDC’s STD treatment guidelines 
(36). CDC recommends that persons at risk for syphilis infection 
should be screened. Populations at risk include MSM, commercial 
sex workers, persons who exchange sex for drugs, those in adult 
correctional facilities and those living in communities with high 
prevalence of syphilis (36). Pregnant women should be screened 
for syphilis at the time of their pregnancy test if there might be 
delays in obtaining prenatal care (36).

HIV/AIDS
For female and male clients, providers should screen 

clients for HIV/AIDS, in accordance with CDC HIV 
testing guidelines (123). Providers should follow CDC 
recommendations that all clients aged 13–64 years be screened 
routinely for HIV infection and that all persons likely to be at 
high risk for HIV be rescreened at least annually (123). Persons 
likely to be at high risk include injection-drug users and their 
sex partners, persons who exchange sex for money or drugs, sex 
partners of HIV-infected persons, and MSM or heterosexual 
persons who themselves or whose sex partners have had more 
than one sex partner since their most recent HIV test. CDC 
further recommends that screening be provided after the 
patient is notified that testing will be performed as part of 
general medical consent unless the patient declines (opt-out 
screening) or otherwise prohibited by state law. The USPSTF 
also recommends screening for HIV (Grade A) (129).

Hepatitis C
For female and male clients, CDC recommends one-time 

testing for hepatitis C (HCV) without prior ascertainment of 
HCV risk for persons born during 1945–1965, a population 
with a disproportionately high prevalence of HCV infection 
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and related disease. Persons identified as having HCV 
infection should receive a brief screening for alcohol use and 
intervention as clinically indicated, followed by referral to 
appropriate care for HCV infection and related conditions. 
These recommendations do not replace previous guidelines for 
HCV testing that are based on known risk factors and clinical 
indications. Rather, they define an additional target population 
for testing: persons born during 1945–1965 (124). USPSTF 
also recommends screening persons at high risk for infection 
for hepatitis C and one-time screening for HCV infection 
for persons in the 1945–1965 birth cohort (Grade B) (130).

Immunizations Related to Reproductive Health
Female clients aged 11–26 years should be offered either 

human papillomavirus (HPV) 2 or HPV4 vaccine for the 
prevention of HPV and cervical cancer if not previously 
vaccinated, although the series can be started in persons as 
young as age 9 years (113); recommendations include starting 
at age 11–12 years and catch up vaccine among females aged 
13–26 who have not been vaccinated previously or have 
not completed the 3-dose series through age 26. Routine 
hepatitis B vaccination should be offered to all unvaccinated 
children and adolescents aged <19 years and all adults who 
are unvaccinated and do not have any documented history of 
hepatitis B infection (113).

Male clients aged 11–21 years (minimum age: 9 years) 
should be offered HPV4 vaccine, if not vaccinated previously; 
recommendations include starting at age 11–12 years and catch 
up vaccine among males aged 13–21 years who have not been 
vaccinated previously or have not completed the 3-dose series 
through age 21 years; vaccination is recommended among 
at-risk males, including MSM and immune-compromised 
males through age 26 years if not vaccinated previously or 
males who have not completed the 3-dose series through age 26 
years. Heterosexual males aged 22–26 years may be vaccinated 
(131). Routine hepatitis B vaccination should be offered to all 
unvaccinated children and adolescents aged <19 years, and all 
unvaccinated adults who do not have a documented history 
of hepatitis B infection (113).

Step 3. Treat: A client with an STD and her or his 
partner(s) should be treated in a timely fashion to prevent 
complications, re-infection and further spread of the infection 
in the community in accordance with CDC’s STD treatment 
guidelines; clients with HIV infection should be linked to 
HIV care and treatment (36,123). Clients should be counseled 
about the need for partner evaluation and treatment to avoid 
reinfection at the time the client receives the positive test 
results. For partners of clients with chlamydia or gonorrhea, 
one option is to schedule them to come in with the client; 
another option for partners who cannot come in with the client 

is expedited partner therapy (EPT), as permissible by state laws, 
in which medication or a prescription is provided to the patient 
to give to the partner to ensure treatment. EPT is a partner 
treatment strategy for partners who are unable to access care 
and treatment in a timely fashion. Because of concerns related 
to resistant gonorrhea, efforts to bring in for treatment partners 
of patients with gonorrhea infection are recommended; EPT 
for gonorrhea should be reserved for situations in which efforts 
to treat partners in a clinical setting are unsuccessful and EPT 
is a gonorrhea treatment of last resort.

All clients treated for chlamydia or gonorrhea should be 
rescreened 3 months after treatment; HIV-infected females 
with Trichomonas vaginalis should be linked to HIV care and 
rescreened for T. vaginalis at 3 months. If needed, the client also 
should be vaccinated for hepatitis B and HPV (113). Ideally, 
STD treatment should be directly observed in the facility 
rather than a prescription given or called in to a pharmacy. 
If a referral is made to a service site that has the necessary 
medication available on-site, such as the recommended 
injectable antimicrobials for gonorrhea and syphilis, then the 
referring provider must document that treatment was given.

Step 4. Provide risk counseling: If the client is at risk for 
or has an STD, high-intensity behavioral counseling for sexual 
behavioral risk reduction should be provided in accordance 
with the USPSTF recommendation (Grade B) (132). One 
high-intensity behavioral counseling model that is similar to 
the contraceptive counseling model is Project Respect (133), 
which could be implemented in family planning settings. All 
sexually active adolescents are at risk, and adults are at increased 
risk if they have current STDs, had an STD in the past 
year, have multiple sexual partners, are in nonmonogamous 
relationships, or are sexually active and live in a community 
with a high rate of STDs.

Other key messages to give infected clients before they 
leave the service site include the following: a) refrain from 
unprotected sexual intercourse during the period of STD 
treatment, 2) encourage partner(s) to be screened or to get 
treatment as quickly as possible in accordance with CDC’s 
STD treatment guidelines (partners in the past 60 days for 
chlamydia and gonorrhea, 3 to 6 months plus the duration of 
lesions or signs for primary and secondary syphilis, respectively) 
if the partner did not accompany the client to the service site 
for treatment, and 3) return for retesting in 3 months. If the 
partner is unlikely to access treatment quickly, then EPT for 
chlamydia or gonorrhea should be considered, if permissible 
by state law.

A client using or considering contraceptive methods other 
than condoms should be advised that these methods do not 
protect against STDs. Providers should encourage a client 
who is not in a mutually monogamous relationship with an 
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uninfected partner to use condoms. Patients who do not know 
their partners’ infection status should be encouraged to get 
tested and use condoms or avoid sexual intercourse until their 
infection status is known.

Related Preventive Health Services
For many women and men of reproductive age, a family 

planning service site is their only source of health care; 
therefore, visits should include provision of or referral to other 
preventive health services. Providers of family planning services 
that do not have the capacity to offer comprehensive primary 
care services should have strong links to other community 
providers to ensure that clients have access to primary care. If 
a client does not have another source of primary care, priority 
should be given to providing related reproductive health 
services or providing referrals, as needed.

For clients without a primary care provider, the following 
screening services should be provided, with appropriate 
follow-up, if needed, while linking the client to a primary care 
provider. These services should be provided in accordance with 
federal and professional medical recommendations cited below 
regarding the frequency of screening, the characteristics of the 
clients that should be screened, and the screening procedures 
to be used.

Medical History
USPSTF recommends that women be asked about family 

history that would be suggestive of an increased risk for 
deleterious mutations in BRCA1 or BRCA2 genes (e.g., 
receiving a breast cancer diagnosis at an early age, bilateral 
breast cancer, history of both breast and ovarian cancer, 
presence of breast cancer in one or more female family 
members, multiple cases of breast cancer in the family, both 
breast and ovarian cancer in the family, one or more family 
members with two primary cases of cancer, and Ashkenazi 
background). Women with identified risk(s) should be referred 
for genetic counseling and evaluation for BRCA testing 
(Grade B) (134). The USPSTF also recommends that women 
at increased risk for breast cancer should be counseled about 
risk-reducing medications (Grade B) (135).

Cervical Cytology
Providers should provide cervical cancer screening to clients 

receiving related preventive health services. Providers should 
follow USPSTF recommendations to screen women aged 
21–65 years with cervical cytology (Pap smear) every 3 years, 
or for women aged 30–65 years, screening with a combination 
of cytology and HPV testing every 5 years (Grade A) (136).

Cervical cytology no longer is recommended on an annual 
basis. Further, it is not recommended (Grade D) for women 
aged <21 years (136). Women with abnormal test results should 
be treated in accordance with professional standards of care, 
which may include colposcopy (96,137). The need for cervical 
cytology should not delay initiation or hinder continuation of 
a contraceptive method (42).

Providers should also follow ACOG and AAP recommendations 
that a genital exam should accompany a cervical cancer screening 
to inspect for any suspicious lesions or other signs that might 
indicate an undiagnosed STD (96,97,138).

Clinical Breast Examamination
Despite a lack of definitive data for or against, clinical 

breast examination has the potential to detect palpable breast 
cancer and can be recommended. ACOG recommends 
annual examination for all women aged >19 years (108). 
ACS recommends screening every 3 years for women aged 
20–39 years, and annually for women aged ≥40 years (139). 
However, the USPSTF recommendation for clinical breast 
exam is an I, and patients should be informed that there is 
insufficient evidence to assess the balance of benefits and harms 
of the service (140).

Mammography
Providers should follow USPSTF recommendations 

(Grade B) to screen women aged 50–74 years on a biennial 
basis; they should screen women aged <50 years if other 
conditions support providing the service to an individual 
patient (140).

Genital Examination
For adolescent males, examination of the genitals should be 

conducted. This includes documentation of normal growth and 
development and other common genital findings, including 
hydrocele, varicocele, and signs of STDs (141). Components 
of this examination include inspecting skin and hair, palpating 
inguinal nodes, scrotal contents and penis, and inspecting the 
perinanal region (as indicated).

Summary of Recommendations for 
Providing Family Planning and 

Related Preventive Health Services
The screening components for each family planning and 

related preventive health service are provided in summary 
checklists for women (Table 2) and men (Table 3). When 
considering how to provide the services listed in these 
recommendations (e.g., the screening components for each 
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service, risk groups that should be screened, the periodicity of 
screening, what follow-up steps should be taken if screening 
reveals the presence of a health condition), providers should 
follow CDC and USPSTF recommendations cited above, 
or, in the absence of CDC and USPSTF recommendations, 
the recommendations of professional medical associations. 
Following these recommendations is important both to ensure 
clients receive needed care and to avoid unnecessary screening 
of clients who do not need the services.

The summary tables describe multiple screening steps, which 
refer to the following: 1) the process of asking questions about 
a client’s history, including a determination of whether risk 
factors for a disease or health condition exist; 2) performing 
a physical exam; and 3) performing laboratory tests in 
at-risk asymptomatic persons to help detect the presence of 
a specific disease, infection, or condition. Many screening 
recommendations apply only to certain subpopulations 
(e.g., specific age groups, persons who engage in specific risk 
behaviors or who have specific health conditions), or some 
screening recommendations apply to a particular frequency 
(e.g., a cervical cancer screening is generally recommended 
every 3 years rather than annually). Providers should be aware 
that the USPSTF also has recommended that certain screening 
services not be provided because the harm outweighs the 
benefit (see Appendix F).

When screening results indicate the potential or actual 
presence of a health condition, the provider should either provide 
or refer the client for the appropriate further diagnostic testing or 
treatment in a manner that is consistent with the relevant federal 
or professional medical associations’ clinical recommendations.

Conducting Quality Improvement
Service sites that offer family planning services should 

have a system for conducting quality improvement, which is 
designed to review and strengthen the quality of services on an 
ongoing basis. Quality improvement is the use of a deliberate 
and continuous effort to achieve measurable improvements 
in the identified indicators of quality of care, which improve 
the health of the community (142). By improving the quality 
of care, family planning outcomes, such as reduced rates of 
unintended pregnancy, improved patient experiences, and 
reduced costs, are more likely to be achieved (10,12,143,144).

Several frameworks for conducting quality improvement 
have been developed (144–146). This section presents a general 
overview of three key steps that providers should take when 
conducting quality improvement of family planning services: 
1) determine which measures are needed to monitor quality; 
2) collect the information needed; and 3) use the findings to 

make changes to improve quality (147). Ideally, these steps 
will be conducted on a frequent (optimally, quarterly) and 
ongoing basis. However, since quality cuts across all aspects 
of a program, not all domains of quality can necessarily be 
considered at all times. Within a sustainable system of quality 
improvement, programs can opt to focus on a subset of quality 
dimensions and their respective measures.

Determining Which Measures Are Needed
Performance measures provide information about how 

well the service site is meeting pre-established goals (148). 
The following questions should be considered when selecting 
performance measures (143):
•	 Is the topic important to measure and report? For example, 

does it address a priority aspect of health care, and is there 
opportunity for improvement?

•	 What is the level of evidence for the measure (e.g., that a 
change in the measure is likely to represent a true change in 
health outcomes)? Does the measure produce consistent 
(reliable) and credible (valid) results about the quality of care?

•	Are the results meaningful and understandable and useful 
for informing quality improvement?

•	 Is the measure feasible? Can it be implemented without 
undue burden (e.g., captured with electronic data or 
electronic health records)?

Performance measures should consider the quality of the 
structure of services (e.g., the characteristics of the settings in which 
providers deliver health care, including material resources, human 
resources, and organizational structure), the process by which care 
is provided (whether services are provided correctly and completely, 
and how clients perceive the care they receive), and the outcomes 
of that care (e.g., client behaviors or health conditions that result) 
(149). They also may assess each dimension of quality services 
(10,13). Examples of measures that can be used for monitoring the 
quality of family planning services (150) and suggested measures 
that might help providers monitor quality of care have been listed 
(Table 6). However, other measures have been developed that also 
might be useful (151–153). Service sites that offer family planning 
services should select, measure, and assess at least one intermediate 
or outcome measure on an ongoing basis, for which the service site 
can be accountable. Structure- and process-based measures that 
assess the eight dimensions of quality services may be used to better 
determine how to improve quality (154).

Collecting Information
Once providers have determined what information is needed, 

the next steps are to collect and use that information to improve 
the quality of care. Commonly used methods of data collection 
include the following:
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TABLE 2. Checklist of family planning and related preventive health services for women

Screening components

Family planning services 
(provide services in accordance with the appropriate clinical recommendation)

Related preventive 
health services

Contraceptive 
services*

Pregnancy testing and 
counseling Basic infertility services

Preconception health 
services STD services†

History
Reproductive life plan§ Screen Screen Screen Screen Screen
Medical history§,** Screen Screen Screen Screen Screen Screen
Current pregnancy status§ Screen
Sexual health assessment§,** Screen Screen Screen Screen
Intimate partner violence §,¶,** Screen
Alcohol and other drug use§,¶,** Screen
Tobacco use§,¶ Screen (combined 

hormonal methods 
for clients aged ≥35 
years)

Screen

Immunizations§ Screen Screen for HPV & 
HBV§§

Depression§,¶ Screen
Folic acid§,¶ Screen

Physical examamination
Height, weight and BMI§,¶ Screen (hormonal 

methods)††
Screen Screen

Blood pressure§,¶ Screen (combined 
hormonal methods)

Screen§§

Clinical breast exam** Screen Screen§§

Pelvic exam§,** Screen (initiating 
diaphragm or IUD)

Screen (if clinically 
indicated)

Screen

Signs of androgen excess** Screen
Thyroid exam** Screen

Laboratory testing
Pregnancy test ** Screen (if clinically 

indicated)
Screen

Chlamydia§, ¶ Screen¶¶ Screen§§

Gonorrhea§, ¶ Screen¶¶ Screen§§

Syphilis§,¶ Screen§§

HIV/AIDS§,¶ Screen§§

Hepatitis C§,¶ Screen§§

Diabetes§,¶ Screen§§

Cervical cytology¶ Screen§§

Mammography¶ Screen§§

Abbreviations: BMI = body mass index; HBV = hepatitis B virus; HIV/AIDS = human immunodeficiency virus/acquired immunodeficiency syndrome; HPV = human papillomavirus; 
IUD = intrauterine device; STD = sexually transmitted disease.
 * This table presents highlights from CDC’s recommendations on contraceptive use. However, providers should consult appropriate guidelines when treating individual patients to obtain 

more detailed information about specific medical conditions and characteristics (Source: CDC. U.S. medical eligibility criteria for contraceptive use 2010. MMWR 2010;59(No. RR-4).
 † STD services also promote preconception health but are listed separately here to highlight their importance in the context of all types of family planning visits. The services listed in this column 

are for women without symptoms suggestive of an STD.
 § CDC recommendation.
 ¶ U.S. Preventive Services Task Force recommendation.
 ** Professional medical association recommendation.
 †† Weight (BMI) measurement is not needed to determine medical eligibility for any methods of contraception because all methods can be used (U.S. Medical Eligibility Criteria 1) or generally 

can be used (U.S. Medical Eligibility Criteria 2) among obese women (Source: CDC. U.S. medical eligibility criteria for contraceptive use 2010. MMWR 2010;59[No. RR-4]). However, measuring 
weight and calculating BMI at baseline might be helpful for monitoring any changes and counseling women who might be concerned about weight change perceived to be associated 
with their contraceptive method.

 §§ Indicates that screening is suggested only for those persons at highest risk or for a specific subpopulation with high prevalence of an infection or condition.
 ¶¶ Most women do not require additional STD screening at the time of IUD insertion if they have already been screened according to CDC’s STD treatment guidelines (Sources:  CDC. STD treatment 

guidelines. Atlanta, GA: US Department of Health and Human Services, CDC; 2013. Available at http://www.cdc.gov/std/treatment. CDC. Sexually transmitted diseases treatment guidelines, 
2010. MMWR 2010;59[No. RR-12]). If a woman has not been screened according to guidelines, screening can be performed at the time of IUD insertion and insertion should not be delayed. 
Women with purulent cervicitis or current chlamydial infection or gonorrhea should not undergo IUD insertion (U.S. Medical Eligibility Criteria 4) women who have a very high individual 
likelihood of STD exposure (e.g. those with a currently infected partner) generally should not undergo IUD insertion (U.S. Medical Eligibility Criteria 3) (Source: CDC. US medical eligibility 
criteria for contraceptive use 2010. MMWR 2010;59[No. RR-4]). For these women, IUD insertion should be delayed until appropriate testing and treatment occurs.

•	Review of medical records. All records that detail service 
delivery activities can be reviewed, including encounters 
and claims data, client medical records, facility logbooks, 
and others. It is important that records be carefully 
designed, sufficiently detailed, provide accurate 
information, and have access restricted to protect 
confidentiality. The use of electronic health records can 
facilitate some types of medical record review.

•	 Exit interview with the client. A patient is asked (through 
either a written or in-person survey) to describe what 
happened during the encounter or their assessment of their 
satisfaction with the visit. Both quantitative (close-ended 
questions) and qualitative (open-ended questions) 
methods can be used. Limitations include a bias toward 
clients reporting higher degrees of satisfaction, and the 

http://www.cdc.gov/std/treatment
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TABLE 3. Checklist of family planning and related preventive health services for men

Screening components and source 
of recommendation

Family planning services
(provide services in accordance with the appropriate clinical recommendation)

Related preventive 
health servicesContraceptive services*

Basic infertility 
services

Preconception 
health services† STD services§

History
Reproductive life plan¶ Screen Screen Screen Screen
Medical history¶,†† Screen Screen Screen Screen
Sexual health assessment¶,†† Screen Screen Screen Screen
Alcohol & other drug use ¶,**,†† Screen
Tobacco use¶,** Screen
Immunizations¶ Screen Screen for HPV & HBV§§

Depression¶,** Screen
Physical examination

Height, weight, and BMI¶,** Screen
Blood pressure**,†† Screen§§

Genital exam†† Screen (if clinically 
indicated)

Screen (if clinically 
indicated)

Screen§§

Laboratory testing
Chlamydia¶ Screen§§

Gonorrhea¶ Screen§§

Syphilis¶,** Screen§§

HIV/AIDS¶,** Screen§§

Hepatitis C¶,** Screen§§

Diabetes¶,** Screen§§

Abbreviations: HBV = hepatitis B virus; HIV/AIDS = human immunodeficiency virus/acquired immunodeficiency syndrome; HPV = human papillomavirus virus; 
STD = sexually transmitted disease.
 * No special evaluation needs to be done prior to making condoms available to males. However, when a male client requests advice on pregnancy prevention, he 

should be provided contraceptive services as described in the section “Provide Contraceptive Services.”
 † The services listed here represent a sub-set of recommended preconception health services for men that were recommended and for which there was a direct link 

to fertility or infant health outcomes (Source: Frey K, Navarro S, Kotelchuck M, Lu M. The clinical content of preconception care: preconception care for men. Am J 
Obstet Gynecol 2008;199[6 Suppl 2]:S389–95). 

 § STD services also promote preconception health, but are listed separately here to highlight their importance in the context of all types of family planning visit. The 
services listed in this column are for men without symptoms suggestive of an STD.

 ¶ CDC recommendation.
 ** U.S. Preventive Services Task Force recommendation.
 †† Professional medical association recommendation.
 §§ Indicates that screening is suggested only for those persons at highest risk or for a specific subpopulation with high prevalence of infection or other condition.

provider’s behavior might be influenced if she or he knows 
clients are being interviewed.

•	 Facility audit. Questions about a service site’s structure 
(e.g., on-site availability of a broad range of FDA-approved 
methods) and processes (e.g., skills and technical 
competence of staff, referral mechanisms) can be used to 
determine the readiness of the facility to serve clients.

•	Direct observation. A provider’s behavior is observed 
during an actual encounter with a client. Evaluation of a 
full range of competencies, including communication 
skills, can be carried out. A main limitation is that the 
observer’s presence might influence the provider’s 
performance.

•	 Interview with the health-care provider. Providers are 
interviewed about how specific conditions are managed. 
Both closed- and open-ended questions can be used, 
although it is important to frame the question so that the 
‘correct’ answer is not suggested. A limitation is that 
providers tend to over-report their performance.

Consideration and Use of the Findings
After data are collected, they should be tabulated, analyzed, 

and used to improve care. Staff whose performance was assessed 
should be involved in the development of the data collection 
tools and analysis of results. Analysis should address the 
following questions (155):
•	What is the performance level of the facility?
•	 Is there a consistent pattern of performance among 

providers?
•	What is the trend in performance?
•	What are the causes of poor performance?
•	How can performance gaps be minimized?
Given the findings, service site staff should use a systematic 

approach to identifying ways to improve the quality of care. 
One example of a systematic approach to improving the 
quality of care is the “Plan, Do, Study, and Act” (PDSA) model 
(147,156), in which staff first develop a plan for improving 
quality, then execute the plan on a small scale, evaluate feedback 
to confirm or adjust the plan, and finally, make the plan 
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TABLE 4. Suggested measures of the quality of family planning services

Type of measure and dimension of quality Measure Source

Health outcome •	 Unintended pregnancy
•	 Teen pregnancy
•	 Birth spacing
•	 Proportion of female users at risk for unintended pregnancy who adopt or 

continue use of an FDA-approved contraceptive method (measured for any 
method; highly effective methods; or long-acting reversible methods) 
[Intermediate outcome]

PIMS*

Safe (Structure) •	 Proportion of providers that follow the most current CDC recommendations on 
contraceptive safety

Effective
(Structure, or the characteristics of the 

settings in which providers deliver health 
care, including material resources, 
human resources, and organizational 
structure)

•	 Site dispenses or provides on-site a full range of FDA-approved contraceptive methods 
to meet the diverse reproductive needs and goals of clients; short-term hormonal, 
long-acting reversible contraception (LARC), emergency contraception (EC).

•	 Proportion of female users aged ≥24 years who are screened annually for chlamydial 
infection.

•	 Proportion of female users aged ≥24 years who are screened annually for gonorrhea.
•	 Proportion of users who were tested for HIV during the past 12 months.
•	 Proportion of female users aged ≥21 years who have received a Pap smear within 

the past 3 years.

PIMS*

Client-centered
(Process, or whether services are provided 

correctly and completely, and how 
clients perceive the care they receive)

•	 Proportion of clients who report the provider communicates well, shows respect, 
spends enough time with the client, and is informed about the client’s medical 
history.

•	 Proportion of clients who report that
 – Staff are helpful and treat clients with courtesy and respect.
 – His or her privacy is respected.
 – She or he receives contraceptive method that is acceptable to her or him.

CAHPS†

RQIP§

Efficient
(Structure)

•	 Site uses electronic health information technology or electronic health records to 
improve client reproductive health.

PIMS*

Timely
(Structure and process)

•	 Average number of days to the next appointment.
•	 Site offers routine contraceptive resupply on a walk-in basis.
•	 Site offers on-site HIV testing (using rapid technology).
•	 Site offers on-site HPV and hepatitis B vaccination.

PIMS*

Accessible
(Structure and process)

•	 Site offers family planning services during expanded hours of operation.
•	 Proportion of total family planning encounters that are encounters with ongoing or 

continuing users.
•	  Proportion of clients who report that his or her care provider follows up to give test 

results, has up-to-date information about care from specialists, and discusses other 
prescriptions.

•	 Site has written agreements (e.g., MOUs) with the key partner agencies for health 
care (especially prenatal care, primary care, HIV/AIDS) and social service (domestic 
violence, food stamps) referrals.

PIMS*
CAHPS–PCMH item set 

on care coordination†

Equitable
(Structure)

•	 Site offers language assistance at all points of contact for the most frequently 
encountered language(s).

PIMS*

Value •	 Average cost per client. CDC¶

Abbreviations: CAPHS = Agency for Healthcare Research and Quality’s Consumer Assessment of Health Care Providers and Systems; FDA = Food and Drug Administration; 
HPV = human papillomavirus; MOU = memorandum of understanding; PIMS = Performance Information and Monitoring System; RQIP = Regional Quality Indicators Program.
* Source: Fowler C. Title X Family Planning Program Performance Information and Monitoring System (PIMS): Description of Proposed Performance Measures [DRAFT]. 

Washington, DC: Research Triangle Institute; 2012.
† Source: Agency for Healthcare Research and Quality. Consumer Assessment of Healthcare Providers and Systems (CAHPS). Available at https://www.cahps.ahrq.

gov/default.asp.
§ Source: John Snow International. The Regional Quality Indicators Project (RQIP). Boston, MA: John Snow International; 2014. Available at http://www.jsi.com/

JSIInternet/USHealth/project/display.cfm?ctid=na&cid=na&tid=40&id=2621.
¶ Sources: Haddix A, Corso P, Gorsky R. Costs. In: Haddix A, Teutsch S, Corso P, eds. Prevention effectiveness: a guide to decision analysis and economic evaluation. 2nd 

ed. Oxford, UK: Oxford University Press; 2003; Stiefel M, Nolan K. A guide to measuring the triple aim: population health, experience of care, and per capita cost. 
Cambridge, MA: Institute for Healthcare Improvements; 2012.

permanent. Examples of steps that may be taken to improve 
the quality of care include developing job aids, providing 
task-specific training for providers, conducting more patient 
education, or strengthening relationships with referral sites 
through formal memoranda of understanding (146).

Conclusion
The United States continues to face substantial challenges to 

improving the reproductive health of the U.S. population. The 
recommendations in this report can contribute to improved 
reproductive health by defining a core set of family planning 

https://www.cahps.ahrq.gov/default.asp
https://www.cahps.ahrq.gov/default.asp
http://www.jsi.com/JSIInternet/USHealth/project/display.cfm?ctid=na&cid=na&tid=40&id=2621
http://www.jsi.com/JSIInternet/USHealth/project/display.cfm?ctid=na&cid=na&tid=40&id=2621
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services for women and men, describing how to provide 
contraceptive and other family planning services to both adult 
and adolescent clients, and encouraging the use of the family 
planning visit to provide selected preventive health services for 
women and men. This guidance is intended to assist primary 
care providers to offer the family planning services that will 
help persons and couples achieve their desired number and 
spacing of children and increase the likelihood that those 
children are born healthy. 

Recommendations are updated periodically. The most recent 
versions are available at http://www.hhs.gov/opa. 
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The recommendations were developed jointly under the 
auspices of CDC’s Division of Reproductive Health (DRH) 
and the Office of Population Affairs (OPA), in consultation 
with a wide range of experts and key stakeholders. A 
multistage process that drew on established procedures for 
developing clinical guidelines (1,2) was used to develop the 
recommendations. In April 2010, an Expert Work Group 
(EWG) comprising family planning clinical providers, program 
administrators, representatives from relevant federal agencies, 
and representatives from professional medical organizations 
was created to advise OPA and CDC on the structure and 
content of the revised recommendations and to help make the 
recommendations more feasible and relevant to the needs of 
the field. This group made two key initial recommendations: 
1) to examine the scientific evidence for three priority areas of 
focus identified as key components of family planning service 
delivery, (i.e., counseling and education, serving adolescents, 
and quality improvement); and 2) to guide providers of family 
planning services in the use of various recommendations for 
how to provide clinical care to women and men.

Developing Recommendations on 
Counseling, Adolescent Services, 

and Quality Improvement
Systematic reviews of the published literature from January 1985 

through December 2010 were conducted for each priority topic 
to identify evidence-based and evidence-informed approaches to 
family planning service delivery. Standard methods for conducting 
the reviews were used, including the development of key questions 
and analytic frameworks, the identification of the evidence base 
through a search of the published as well as “gray literature” 
(i.e., studies published somewhere other than in a peer-reviewed 
journal), and a synthesis of the evidence in which findings were 
summarized and the quality of individual studies was considered, 
using the methodology of the U.S. Preventive Services Task Force 
(USPSTF) (3). Eight databases were searched (i.e., MEDLINE, 
PsychInfo, PubMed, CINAHL, Cochrane, EMBASE, POPLINE, 
and the U.K. National Clearinghouse Service Economic 
Evaluation Database) and were restricted to literature from the 
United States and other developed countries. Summaries of the 
evidence used to prepare these recommendations will appear in 
background papers that will be published separately.

In May 2011, three technical panels (one for each priority 
topic) comprising subject matter experts were convened 

to consider the quality of the evidence and suggest what 
recommendations might be justified on the basis of the 
evidence. CDC and OPA used this feedback to develop core 
recommendations for counseling, serving adolescents, and 
quality improvement. EWG members subsequently reviewed 
these core recommendations; EWG members differed from the 
subject matter experts in that they were more familiar with the 
family planning service delivery context and could comment 
on the feasibility and appropriateness of the recommendations 
as well as on their scientific justification. EWG members met 
to consider the core recommendations using 1) the quality 
of the evidence; 2) the positive and negative consequences of 
implementing the recommendations on health outcomes, costs 
or cost-savings, and implementation challenges; and 3) the 
relative importance of these consequences (e.g., the ability of 
the recommendations to have a substantial effect on health 
outcomes may be weighed more than the logistical challenges 
of implementing them) (1). In certain cases, when the evidence 
was inconclusive or incomplete, recommendations were made on 
the basis of expert opinion (see Appendix B). Finally, CDC and 
OPA staff considered the feedback from EWG members when 
finalizing the core recommendations and writing this report.

Developing Recommendations 
on Clinical Services

DRH and OPA staff members synthesized recommendations 
for clinical care for women and for men that were developed 
by >35 federal and professional medical organizations. They 
were assisted in this effort by staff from OPA’s Office of Family 
Planning Male Training Center and from CDC’s Division of 
STD Prevention, Division of Violence Prevention, Division 
of Immunization Services, and Division of Cancer Prevention 
and Control. The synthesis was needed because clinical 
recommendations are sometimes inconsistent with each other 
and can vary by the extent to which they are evidence-based. 
The clinical recommendations addressed contraceptive services, 
achieving pregnancy, basic infertility services, preconception 
health services, sexually transmitted disease services, and related 
health-care services.

An attempt was made to apply the Institute of Medicine’s 
criteria for clinical practice guidelines when deciding which 
professional medical organizations to include in the review (2). 
However, many organizations did not articulate the process 
used to develop the recommendations fully, and many did not 
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How the Recommendations Were Developed
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conduct comprehensive and systematic reviews of the literature. 
In the end, to be included in the synthesis, the recommending 
organization had to be a federal agency or major professional 
medical organization that represents established medical 
disciplines. In addition, a recommendation had to be made on 
the basis of an independent review of the evidence or expert 
opinion and be considered a primary source that was developed 
for the United States.

In July 2011, two technical panels comprising subject matter 
experts on clinical services for women and men were convened 
to review the synthesis of federal and professional medical 
recommendations, reconcile inconsistent recommendations, 
and provide individual feedback to CDC and OPA about the 
implications for family planning service delivery. CDC and OPA 
used this individual feedback to develop core recommendations 
for clinical services. The core recommendations were subsequently 
reviewed by EWG members, and feedback was used to finalize 
the core recommendations and write this report.

Members of the technical panels recommended that 
contraceptive services, pregnancy testing and counseling, 
services to achieve pregnancy, basic infertility care, STD services, 
and other preconception health services should be considered 
family planning services. This feedback considered federal 
statute and regulation, CDC and USPSTF recommendations 
for clinical care, and EWG members’ opinion.

Because CDC’s preconception health recommendations 
include many services, the panel narrowed the range of 
preconception services that were included by using the following 
criteria: 1) the Select Panel on Preconception Care (4) had 
assigned an A or B recommendation to that service for women, 
which means that there was either good or fair evidence to 
support the recommendation that the condition be considered 
in a preconception care evaluation (Table 1), or 2) the service 
was included among recommendations made by experts in 
preconception health for males (5). Services for men that 
addressed health conditions that affect reproductive capacity 
or pregnancy outcomes directly were included as preconception 
health; services that addressed men’s health but that were not 
related directly to pregnancy outcomes were considered to be 
related preventive health services.

The Expert Work Group noted that more preventive services 
are recommended than can be offered feasibly in some settings. 
However, a primary purpose of this report is to set a broad 
framework within which individual clinics will tailor services 
to meet the specific needs of the populations that they serve. 
In addition, EWG members identified specific subgroups that 
should have the greatest priority for preconception health 
services (i.e., those trying to achieve pregnancy and those 

at high risk of unintended pregnancy). Future operational 
research should provide more information about how to deliver 
these services most efficiently during multiple visits to clients 
with diverse needs.

Determining How Clinical Services 
Should Be Provided

Various federal agencies and professional medical associations 
have made recommendations for how to provide family 
planning services. When considering these recommendations, 
the Expert Work Group used the following hierarchy:
•	Highest priority was given to CDC guidelines because 

they are developed after a rigorous review of scientific 
evidence. CDC guidelines tailor recommendations for 
higher risk individuals, (whereas USPSTF focuses on 
average risk individuals), who are more representative of 
the clients seeking family planning services.

•	 When no CDC guideline existed to guide the 
recommendations, the relevant USPSTF A or B 
recommendations (which indicate a high or moderate 
certainty that the benefit is moderate to substantial) were 
used. USPSTF recommendations are made on the basis of 
a thorough review of the available evidence.

•	 If neither a CDC nor a USPSTF A or B recommendation 
existed, the recommendations of selected major professional 
medical associations were considered as resources. The 
American Academy of Pediatrics’ (AAP) Bright Futures 
guidelines (6) were used as the primary source of 
recommendations for adolescents when no CDC or 
USPSTF recommendations existed. 

•	 For a limited number of recommendations, there were no 
federal or major professional medical recommendations, but 
the service was recommended by EWG members on the basis 
of expert opinion for family planning clients.

In some cases, a service was graded as an I recommendation 
by USPSTF for the general population (an I recommendation 
means that the current evidence is insufficient to assess the balance 
of benefits and harms of the service, so if the service is offered, 
patients should be informed of this fact), but either CDC, EWG 
members, or another organization recommended the service for 
women or men seeking family planning services. The situations 
in which this occurred and the reasons why the service was 
recommended despite its receiving an I recommendation by 
USPSTF have been summarized (Table 2). The approach used to 
consider the evidence and make recommendations that are used 
by USPSTF have been summarized (Tables 3 and 4) (7).
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TABLE 2. Services included in these recommendations that received a U.S. Preventive Services Task Force (USPSTF) I recommendation

Service/screen USPSTF recommendation Why the service is recommended despite a USPSTF I recommendation

Alcohol I for adolescents The recommendations are consistent with CDC’s recommendations on preconception health and 
AAP’s Bright Futures* guidelines.

Other drugs I for adolescents and adults The recommendations are consistent with CDC’s recommendations on preconception health and 
AAP’s Bright Futures guidelines.

Clinical breast exam I for all women No CDC recommendation exists, but ACOG and ACS recommend conducting clinical breast exams, 
and the Expert Work Group endorsed the ACOG recommendation.

Chlamydia I for all males The recommendations are consistent with CDC’s STD treatment guidelines.
Gonorrhea I for all males The recommendations are consistent with CDC’s STD treatment guidelines.

Source: US Preventive Services Task Force. USPSTF recommendations. Available at http://www.uspreventiveservicestaskforce.org/recommendations.htm.
Abbreviations: AAP = American Academy of Pediatrics; ACS = American Cancer Society; ACOG = American Congress of Obstetricians and Gynecologists; STD = sexually 
transmitted disease.
* Source: Committee on Practice and Ambulatory Medicine, Bright Futures Periodicity Schedule Workgroup. 2014 recommendations for pediatric preventive health 

care. Pediatrics 2014;133;568.

TABLE 1. Select Panel on Preconception Care grading system

Quality of the evidence*
I-a Evidence was obtained from at least one properly conducted, randomized, controlled trial that was performed with subjects who were not pregnant.
I-b Evidence was obtained from at least one properly conducted, randomized, controlled trial that was done not necessarily before pregnancy.
II-1 Evidence was obtained from well-designed, controlled trials without randomization.
II-2 Evidence was obtained from well-designed cohort or case-control analytic studies, preferably conducted by more than one center or research group.
II-3 Evidence was obtained from multiple-time series with or without the intervention, or dramatic results in uncontrolled experiments.
III Opinions were gathered from respected authorities on the basis of clinical experience, descriptive studies and case reports, or reports of expert 

committees.
Strength of the recommendation

A There is good evidence to support the recommendation that the condition be considered specifically in a preconception care evaluation.
B There is fair evidence to support the recommendation that the condition be considered specifically in a preconception care evaluation.
C There is insufficient evidence to recommend for or against the inclusion of the condition in a preconception care evaluation, but recommendation to 

include or exclude may be made on other grounds.
D There is fair evidence to support the recommendation that the condition be excluded in a preconception care evaluation.
E There is good evidence to support the recommendation that the condition be excluded in a preconception care evaluation.

Source: Jack B, Atrash H, Coonrod D, Moos M, O’Donnell J, Johnson K. The clinical content of preconception care: an overview and preparation of this supplement. 
Am J Obstet Gynecol 2008;199(6 Suppl 2):S266–79.
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TABLE 3. U.S. Preventive Services Task Force (USPSTF) grades, definitions, and suggestions for practice

Grade Definition Suggestions for practice

A USPSTF recommends the service. There is high certainty that the net 
benefit is substantial.

This service should be offered or provided.

B USPSTF recommends the service. There is high certainty that the net 
benefit is moderate, or there is moderate certainty that the net 
benefit is moderate to substantial.

This service should be offered or provided.

C Clinicians may provide this service to selected patients depending on 
individual circumstances. However, for a majority of persons without 
signs or symptoms there is likely to be only a limited benefit from 
this service.

This service should be offered or provided only if other 
considerations support the offering or providing the service in an 
individual patient.

D USPSTF recommends against the service. There is moderate or high 
certainty that the service has no net benefit or that the harms 
outweigh the benefits.

Use of this service should be discouraged.

I Statement USPSTF concludes that the current evidence is insufficient to assess 
the balance of benefits and harms of the service. Evidence is lacking, 
of poor quality, or conflicting, and the balance of benefits and harms 
cannot be determined.

The clinical considerations section of USPSTF recommendation 
statement should be consulted. If the service is offered, patients 
should be educated about the uncertainty of the balance of 
benefits and harms.

Source: US Preventive Services Task Force. USPSTF: methods and processes. Available at http://www.uspreventiveservicestaskforce.org/methods.htm.

TABLE 4. Levels of certainty regarding net benefit

Level of certainty* Description

High The available evidence usually includes consistent results from well-designed, well-conducted studies in representative primary care 
populations. These studies assess the effects of the preventive service on health outcomes. This conclusion is therefore unlikely to be 
strongly affected by the results of future studies.

Moderate The available evidence is sufficient to determine the effects of the preventive service on health outcomes, but confidence in the estimate is 
constrained by such factors as
•	 the number, size, or quality of individual studies;
•	 inconsistency of findings across individual studies;
•	 limited generalizability of findings to routine primary care practice; and
•	 lack of coherence in the chain of evidence.

As more information becomes available, the magnitude or direction of the observed effect could change, and this change may be large 
enough to alter the conclusion.

Low The available evidence is insufficient to assess effects on health outcomes is insufficient because of
•	 the limited number or size of studies,
•	 important flaws in study design or methods,
•	 inconsistency of findings across individual studies,
•	 gaps in the chain of evidence,
•	 findings not generalizable to routine primary care practice,
•	 lack of information on important health outcomes, or
•	 more information required to allow estimation of effects on health outcomes.

Source: US Preventive Services Task Force. USPSTF: methods and processes. Available at http://www.uspreventiveservicestaskforce.org/methods.htm.
* The US Preventive Services Task Force (USPSTF) defines certainty as the likelihood that the USPSTF assessment of the net benefit of a preventive service is correct. 

The net benefit is defined as benefit minus harm of the preventive service as implemented in a general, primary care population. USPSTF assigns a certainty level 
on the basis of the nature of the overall evidence available to assess the net benefit of a preventive service.

http://www.uspreventiveservicestaskforce.org/methods.htm
http://www.uspreventiveservicestaskforce.org/methods.htm
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Sixteen core recommendations that were considered by 
the Expert Work Group (EWG) are presented below. Each 
recommendation is accompanied by a summary of the 
relevant evidence (full summaries of which will be published 
separately), a list of potential consequences of implementing 
the recommendation, and its rationale. When considering the 
recommendations, the Expert Work Group was divided into 
two groups (one comprising seven members and the other five 
members), and each group considered separate recommendations.

Definition of Family 
Planning Services

Recommendation: Primary care providers should offer the 
following family planning services: contraceptive services for 
women and men who want to prevent pregnancy and space 
births, pregnancy testing and counseling, help for clients who 
wish to achieve pregnancy, basic infertility services, sexually 
transmitted disease (STD) services and preconception health 
services to improve the health of women, men, and infants.

Quality of evidence: A systematic review was not conducted; 
the recommendation was made on the basis of federal statute 
and regulation (1,2), CDC clinical recommendations (3–5), 
and expert opinion.

Potential consequences: Adding preconception health 
services means that more women and men will receive 
preconception health services. The recommended services 
also will promote the health of women and men even if 
they do not have children. The human and financial cost of 
providing preconception health services might mean that fewer 
contraceptive and other services can be offered in some settings.

Rationale: Services to prevent and achieve pregnancy 
are core to the federal government’s efforts to promote 
reproductive health. Adding preconception health as a family 
planning service is consistent with this mission; it emphasizes 
achieving a healthy pregnancy and also promotes adult health. 
Adding preconception health is also consistent with CDC 
recommendations to integrate preconception health services 
into primary care platforms (3). All seven EWG members 
agreed to this recommendation.

Preconception Health — Women
Recommendation: Preconception health services for 

women include the following screening services: reproductive 

Appendix B
The Evidence, Potential Consequences, and Rationales for Core Recommendations

life plan; medical history; sexual health assessment; intimate 
partner violence, alcohol, and other drug use; tobacco use; 
immunizations; depression; body mass index (BMI); blood 
pressure; chlamydia, gonorrhea, syphilis, and HIV/AIDS; and 
diabetes. All female clients also should be counseled about the 
need to take a daily supplement of folic acid. When screening 
results indicate the presence of a health condition, the provider 
should take steps either to provide or to refer the client for 
the appropriate further diagnostic testing and or treatment. 
Services should be provided in a manner that is consistent 
with established federal and professional medical associations’ 
recommendations to enable clients who need services to receive 
them and to avoid over-screening.

Quality of evidence: A systematic review was not conducted; 
the recommendation was made on the basis of CDC’s 
recommendations to improve preconception health and health 
care (3) and a review of preconception health services by an 
expert panel on preconception care for women (6).

Potential consequences: More women will receive specified 
preconception health services, which will improve the health of 
infants and women. The evidence base for preconception health 
is not fully established. There is a potential risk that a client with 
a positive screen will not be able to afford treatment if the client is 
uninsured and not eligible for public programs. The human and 
financial cost of providing preconception health services might 
mean that fewer contraceptive and other services can be offered.

Rationale: The potential benefits to the health of women and 
infants were thought by the panel to be greater than the costs, 
potential harms, and opportunity costs of providing these services. 
Implementation (e.g., training and monitoring of providers) can 
address the issues related to providers over-screening and not 
following the federal and professional medical recommendations. 
CDC will continue to monitor related research and modify these 
recommendations, as needed. Health-care reform might make 
follow-up care more available to low-income clients. All seven 
EWG members agreed to this recommendation.

Preconception Health — Men
Recommendation: Preconception health services for men 

include the following screening services: reproductive life 
plan; medical history; sexual health assessment; alcohol and 
other drug use; tobacco use; immunizations; depression; 
BMI; blood pressure; chlamydia, gonorrhea, syphilis, and 
HIV/AIDS; and diabetes. When screening results indicate 
the presence of a health condition, the provider should take 
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steps either to provide or to refer the client for the appropriate 
further diagnostic testing and or treatment. Services should be 
provided in a manner that is consistent with established federal 
and professional medical associations’ recommendations to 
ensure that clients who need services receive them and to avoid 
over-screening.

Quality of evidence: A systematic review was not conducted; 
the recommendation was made on the basis of CDC’s 
recommendations to improve preconception health and 
health care (3) and a review of preconception health services 
for men (7). 

Potential consequences:  More men will receive 
preconception health services, which might improve infant and 
men’s health. The evidence base for preconception health is not 
well established and is less than that for women’s preconception 
health. There is a risk of over-screening if recommendations 
are not followed. There is a potential risk that a client with 
a positive screen might not be able to afford treatment if the 
client is uninsured and not eligible for public programs. The 
human and financial cost of providing preconception health 
services might mean that fewer contraceptive and other services 
can be offered.

Rationale: The potential benefits to men and infant health 
were thought by the panel to be greater than the costs, potential 
harms, and opportunity costs of not providing these services. 
Implementation (e.g., training and monitoring of providers) 
can address the issues related to providers over-screening 
and not following the federal and professional medical 
recommendations. CDC will continue to monitor related 
research and modify these recommendations, as needed. 
Health-care reform might make follow-up care more available 
to low-income clients. All seven EWG members agreed to this 
recommendation.

Contraceptive Services — 
Contraceptive Counseling Steps

Recommendation: To help a client who is initiating or 
switching to a new method of contraception, providers should 
follow these steps, which are in accordance with the key principles 
for providing quality counseling: 1) establish and maintain 
rapport with the client; 2) obtain clinical and social information 
from the client; 3) work with the client interactively to select the 
most effective and appropriate contraceptive method for her or 
him; 4) provide a physical assessment related to contraceptive 
use, when warranted; and 5) provide the contraceptive method 
along with instructions about correct and consistent use, help 
the client develop a plan for using the selected method and for 
follow-up, and confirm understanding.

Quality of evidence: Twenty-two studies were identified 
that examined the impact of contraceptive counseling 
in clinical settings and met the inclusion criteria. Of the 
16 studies that focused on adults or mixed populations 
(adolescents and adults) (8–23), 11 found a statistically 
significant positive impact of counseling interventions with low 
(11,12,14–16,18–21), moderate (8), or unrated (22) intensity 
on at least one outcome of interest; study designs included two 
cross-sectional surveys (14,22), one pre-post study (21), one 
prospective cohort study (8), one controlled trial (15), and 
six randomized controlled trials (RCTs) (11,12,16,18–20). 
Six studies examined the impact of contraceptive counseling 
among adolescents (24–29), with four finding a statistically 
significant positive impact of low-intensity (27) or moderate-
intensity (24,25,29) counseling interventions on at least one 
outcome of interest; study designs included two pre-post 
studies (24,30), one controlled trial (29), and one RCT (27). In 
addition, five studies were identified that examined the impact 
of reminder system interventions in clinical settings on family 
planning outcomes and met the inclusion criteria (31–35); of 
these, two found a statistically significant positive impact of 
reminder systems on perfect oral contraceptive compliance, a 
retrospective historical nonrandomized controlled trial that 
examined daily reminder email messages (31) and a cohort 
study that examined use of a small reminder device that 
emitted a daily audible beep (34). In addition, two studies 
examined the impact of reminder systems among depot 
medroxyprogesterone acetate users (DMPA) (33,35) with one, 
a retrospective cohort study, finding a statistically significant 
positive impact of receiving a wallet-sized reminder card with 
the date of the next DMPA injection and a reminder postcard 
shortly before the next injection appointment on timely 
DMPA injections. Statements about safety and unnecessary 
medical examinations and tests are made on the basis of CDC 
guidelines on contraceptive use (36,37). 

Potential consequences: Fewer clients will use methods that 
are not safe for them, there will be increased contraceptive use, 
increased use of more effective methods, increased continuation 
of method use, increased use of dual methods, increased 
knowledge, increased satisfaction with services, and increased 
use of repeat or follow-up services.

Rationale: Making sure that a contraceptive method is 
safe for an individual client is a fundamental responsibility of 
all providers of family planning services. Removing medical 
barriers to contraceptive use is key to increasing access 
to contraception and helping clients prevent unintended 
pregnancy. Consistent use of contraceptives is needed to prevent 
unintended pregnancies, so appropriate counseling is critical 
to ensure clients make the best possible choice of methods for 
their unique circumstances, and are supported in continued 
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use of the chosen method. The principles of quality counseling, 
from which the steps listed in the recommendations are based, 
are supported by a substantial body of evidence and expert 
opinion. Future research to evaluate the five principles will be 
monitored and the recommendations modified, as needed. All 
seven EWG members agreed to this recommendation.

Contraceptive Services — Tiered 
Approach to Counseling

Recommendation: For clients who might want to get 
pregnant in the future and prefer reversible methods of 
contraception, providers should use a tiered approach to 
presenting a broad range of contraceptive methods (including 
long-acting reversible contraception such as intrauterine 
devices and contraceptive implants), in which the most 
effective methods are presented before less effective methods.

Quality of evidence: National surveys have demonstrated 
low rates of LARC use overall (38,39). However, Project 
CHOICE has demonstrated high uptake of long-acting 
reversible contraception (approximately two thirds of clients 
when financial barriers are removed) and a very substantial 
reduction in rates of unintended pregnancy (40). Further, a 
recent study of postpartum contraceptive use shows that 50% 
of teen mothers with a recent live birth are using long-acting 
reversible contraception postpartum in Colorado, which 
demonstrates high levels of acceptance in the context of a 
statewide program to remove financial barriers (41).

Potential consequences: Use of long-acting reversible 
contraception has the potential to help many more persons 
prevent unintended pregnancy because of its ease of use, safety, 
and effectiveness. Several questions were raised about ethical 
issues in using a tiered approach to counseling. First, is it ethical 
to educate about long-acting reversible contraception when 
the methods are not all available on-site? Second, conversely, 
is it ethical not to inform clients about the most effective 
methods? In other health service areas, the standard of care 
is to inform the client about the most effective treatment 
(e.g., blood pressure medications), so the client can make a 
fully informed decision, and this standard should apply in 
this instance as well. On the basis of historic experiences, 
there is a need to ensure that methods always are offered on 
a completely voluntary and noncoercive basis. Health-care 
reform might make contraceptive services more available to 
the majority of clients.

Rationale: Providers have an obligation to inform clients 
about the most effective methods available, even if they cannot 
provide them. Further, health-care reform will reduce the 

financial barriers to long-acting reversible contraception for 
many persons. The potential increase in use of long-acting 
reversible contraception and other more effective methods is 
likely to help reduce rates of unintended pregnancy. All seven 
EWG members agreed to this recommendation.

Contraceptive Services — Broad 
Range of Methods

Recommendation: A broad range of methods should be 
available on-site or through referral.

Quality of evidence: Three descriptive studies from the review 
of quality improvement literature identified contraceptive choice 
as an important aspect of quality care (42–44).

Potential consequences: Clients will be more likely to select 
a method that they will use consistently and correctly.

Rationale: A central tenet of quality health care is that 
it be client-centered. Being able to provide a client with 
a method that best fits her or his unique circumstances is 
essential for that reason. All seven EWG members agreed to 
this recommendation.

Contraceptive Services — Education
Recommendation: The content, format, method, and 

medium for delivering education should be evidence-based.
Quality of evidence: Seventeen studies were identified 

that met the inclusion criteria for this systematic review. Of 
these, 15 studies looked at knowledge of correct method use 
or contraceptive risks and benefits, including side effects 
and method effectiveness (45–59). All but one study (56) 
found a statistically significant positive impact of educational 
interventions on increased knowledge. These studies included 
six randomized controlled trials with low risk for bias.

Potential consequences: Clients will make more informed 
decisions when choosing a contraceptive method. More clients will 
be satisfied with the process of selecting a contraceptive method.

Rationale: Knowledge obtained through educational 
activities, as integrated into the larger counseling model, is 
a critically important precondition for the client’s ability to 
make informed decisions. The techniques described in the 
recommendations have a well-established evidence base for 
increasing knowledge and satisfaction with services. This 
knowledge lays the foundation for further counseling steps that 
will increase the likelihood of correct and consistent use, and 
increased satisfaction will increase return visits to the service 
site, as needed. Four of seven EWG members agreed to this 
recommendation; three members did not express an opinion.
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Contraceptive Services — 
Confirm Understanding

Recommendation: A check box or written statement should 
be available in the medical record that can be used to document 
that the client expressed understanding of the most important 
information about her/his chosen contraceptive method. The 
teach-back method may be used to get clients to express the 
most important points by repeating back messages about 
risks and benefits and appropriate method use and follow-up. 
Documentation of understanding using the teach-back method 
and a check box or written statement can be used in place of 
a written method-specific informed consent.

Quality of evidence: Two studies from outside the family 
planning literature (one cohort study and one controlled 
trial with unclear randomization) (60,61) and a strong 
recommendation by members of the Technical Panel on 
Counseling and Education were considered.

Potential consequences: More clients will make informed 
decisions, adherence to contraceptive and treatment plans will 
improve, and reproductive and other health conditions will be 
better controlled.

Rationale: Asking providers to document in the record 
that the client is making an informed decision will increase 
providers’ attention to this task. This recommendation will 
replace a previous requirement that providers obtain method-
specific informed consent from each client (in addition to a 
general consent form). Six of seven EWG members agreed to 
this recommendation.

Adolescent Services — 
Comprehensive Information

Recommendation: Providers should provide comprehensive 
information to adolescent clients about how to prevent 
pregnancy and STDs. This should include information about 
contraception and that avoiding sex (abstinence) is an effective 
way to prevent pregnancy and STDs.

Quality of evidence: A systematic review was not conducted 
because other recent reviews were available that have shown a 
substantial impact of comprehensive sexual health education 
on reduced adolescent risk behavior (62–66). The evidence for 
abstinence-only education was more limited: CDC’s Community 
Guide concluded that there was insufficient evidence (67), but 
the Department of Health and Human Services’ Office of 
Adolescent Health has identified two abstinence-based programs 
as having evidence of effectiveness (68).

Potential consequences: Teens will make more informed 
decisions and will delay initiation of sexual intercourse. The 

absence of harmful effects from comprehensive sexual health 
education was noted.

Rationale: The benefits of informing adolescents about all ways 
to prevent pregnancy are substantial. Ultimately, each adolescent 
should make an informed decision that meets her or his unique 
circumstances, based on the counseling provided by the provider. 
Six of seven EWG members agreed to this recommendation.

Adolescent Services — Use of Long-
Acting Reversible Contraception

Recommendation: Education about contraceptive methods 
should include an explanation that long-acting reversible 
contraception is safe and effective for nulliparous women 
(women who have not been pregnant or given birth), including 
adolescents.

Quality of evidence: CDC guidelines on contraceptive use 
(37) provide evidence that long-acting reversible contraception 
is safe and effective for adolescents and nulliparous women. 

Potential consequences: More providers will encourage 
adolescents to consider long-acting reversible contraception; 
more adolescents will choose long-acting reversible 
contraception, resulting in reduced rates of teen pregnancy, 
including rapid repeat pregnancy.

Rationale: Long-acting reversible contraception is safe for 
adolescents (37). As noted above, providers should inform 
clients about the most effective methods available. The 
potential increase in use of long-acting reversible contraception 
and other more effective methods by adolescents is substantial 
and is likely to lead to further reductions in teen pregnancy. 
Three EWG members agreed to this recommendation; two 
EWG members abstained.

Adolescent Services — 
Confidential Services

Recommendation: Confidential family planning services 
should be made available to adolescents, while observing state 
laws and any legal obligations for reporting.

Quality of evidence: Six descriptive studies documented 
one or more of the following: that confidentiality is important 
to adolescents; that many adolescents reported they will not 
use reproductive health services if confidentiality cannot be 
assured; and that adolescents might not be honest in discussing 
reproductive health with providers if confidentiality cannot be 
assured (69–74). One RCT showed a slight reduction in use of 
services after receiving conditional confidentiality, compared 
with complete confidentiality (75). One study showed a 
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positive association between confidentiality and intention to 
use services (73).

Potential consequences: Consequences might include an 
increased intention to use services, increased use of services, and 
reduced rates of teen pregnancy. However, explaining the need 
to report under certain circumstances (rape, child abuse) might 
deter some adolescent clients from using services. Further, some 
parents/guardians might not agree that adolescents should have 
access to confidential services.

Rationale: Minors’ rights to confidential reproductive health 
services are consistent with state and federal law. The risks of 
not providing confidential services to adolescents are great and 
likely to result in an increased rate of teen pregnancies. Finally, 
this recommendation is consistent with the recommendations 
of three professional medical associations that endorse 
provision of confidential services to adolescents (76–78). All 
seven EWG members agreed to this recommendation.

Adolescent Services — 
Family-Child Communication

Recommendation: Providers should encourage and promote 
family-child communication about sexual and reproductive health.

Quality of evidence: From the family planning literature, 
16 parental involvement programs (most using an RCT study 
design) were found to be positively associated with at least one 
short-term (13 of 16 studies) or medium-term (four of seven 
studies) outcome (79–94). However, only one of these studies 
was linked to clinical services (80); others were implemented 
in community settings.

Potential consequences: Consequences might include 
increased parental/guardian involvement and communication, 
improved knowledge/awareness, increased intentions to use 
contraceptives, and the adoption of more pro-social norms 
that support parent-child communication about sexual health.

Rationale: The literature provides strong evidence that 
increased communication between a child and her/his parent/
guardian will lead to safer sexual behavior among teens, 
and numerous community-based programs have created an 
evidence base for how to strengthen parents/guardians’ ability 
to hold those conversations. Although less is known about 
how to do so in a clinical setting, providers can refer their 
clients to programs in the community, and principles from the 
community-based approaches can be used to help providers 
develop appropriate approaches in the clinical setting. Research 
in this area will be monitored, and the recommendations will be 
revised, as needed. Four of five EWG members who provided 
input agreed to this recommendation; one member abstained.

Adolescent Services — 
Repeat Teen Pregnancy

Recommendation: Providers should refer pregnant and 
parenting adolescents to home visiting and other programs 
that have been shown to provide needed support and reduce 
rates of repeat teen pregnancy.

Quality of evidence: Three of four studies of clinic-based 
programs (using retrospective case-control cohort, ecological 
evaluation, and prospective cohort study designs) showed that 
comprehensive teen pregnancy prevention programs (programs 
with clinical, school, case management, and community 
components) were associated with both medium- and long-
term outcomes (95–98). In addition, several randomized trials 
of community-based home visiting programs, and an existing 
systematic review of the home visiting literature, demonstrated 
a protective impact of these programs on preventing repeat teen 
pregnancy and other relevant outcomes (99–103).

Potential consequences: Consequences might include 
decreased rapid repeat pregnancy and abortion rates, and 
increased use of contraceptives.

Rationale: There is sufficient evidence to recommend that 
providers link pregnant and parenting teens to community and 
social services that might reduce rates of rapid repeat pregnancy. 
Three of seven EWG members agreed to an earlier version of 
this recommendation. Other members wanted to remove a 
clause about prioritizing the contraceptive needs of pregnant/
parenting teens because they felt that all clients should be 
treated as priority clients. This suggestion was adopted, but 
the EWG did not have a chance to vote again on the modified 
recommendation.

Contraceptive Method Availability
Recommendation: Family planning programs should stock 

and offer a broad a range of FDA-approved contraceptive 
methods so that the needs of individual clients can be met. 
These methods are optimally available on-site, but strong 
referrals can serve to make methods not available on-site real 
options for clients.

Quality of evidence: No research was identified that 
explicitly addressed the question of whether having a broad 
range of methods was associated with short-, medium-, or 
long-term reproductive health outcomes. However, as noted 
above, three descriptive studies from the review of quality 
improvement literature identified contraceptive choice as an 
important aspect of quality care (42–44).

Potential consequences: Consequences might include 
increased use of contraception and increased use of reproductive 
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health services. It also was noted that there are sometimes high 
costs to stocking certain methods (e.g., intrauterine devices 
and contraceptive implants).

Rationale: Having a broad range of contraceptive methods is 
central to client-centered care, a core aspect of providing quality 
services. Individual clients need to have a choice so they can 
select a method that best fits their particular circumstances. 
This is likely to result in more correct and consistent use of 
the chosen methods. The benefits of this recommendation 
were weighed more heavily than the negative outcomes 
(e.g., additional cost). All five EWG members agreed to this 
recommendation.

Youth-Friendly Services
Recommendation: Family planning programs should take 

steps to make services “youth-friendly.”
Quality of evidence: Of 20 studies that were identified, 

six looked at short-, medium-, or long-term outcomes with 
mixed designs (one group time series, one cross-sectional, three 
prospective cohort, and one nonrandomized trial); protective 
effects were found on long-term (two of three studies), 
medium-term (three of three), and short-term (three of three) 
outcomes (29,30,104–107). One of these six studies (29), plus 
13 other descriptive studies (for a total of 14 studies), presented 
adolescents’ or providers’ views on facilitators for adolescent 
clients in using youth-friendly family planning services. Key 
factors described were confidentiality (13 of 14), accessibility 
(11 of 14), peer involvement (three of 14), parental or familial 
involvement (four of 14), and quality of provider interaction 
(11 of 14) (105–121). Four of these studies (111,112,114,121) 
plus one other descriptive study (108) described barriers to 
clinics adopting and implementing youth-friendly family 
planning services.

Potential consequences: Consequences might include 
increased use of reproductive health services by adolescents, 
improved contraceptive use, use of more effective methods, 
more consistent use of contraception, and reduced rates of teen 
pregnancy. It is also likely to lead to improved satisfaction with 
services and greater knowledge about pregnancy prevention 
among adolescents. It is possible that there will be higher costs, 
and some uncertainty regarding the benefits due to a relatively 
weak evidence base.

Rationale: Existing evidence has demonstrated the 
importance of specific characteristics to adolescents’ attitudes 
and use of clinical services. The potential benefits of providing 
youth-friendly services outweigh the potential costs and 
weak evidence base. All five EWG members agreed to this 
recommendation. Some thought that it should be cast as an 

example of comprehensively client-centered care, rather than 
an end of its own.

Quality Improvement
Recommendation: Family planning programs should have 

a system for quality improvement, which is designed to review 
and strengthen the quality of services on an ongoing basis. 
Family planning programs should select, measure, and assess 
at least one outcome measure on an ongoing basis, for which 
the service site can be accountable.

Quality of evidence: A recent systematic review (122) was 
supplemented with 10 articles that provided information related 
to client and/or provider perspectives regarding what constitutes 
quality family planning services (42–44,113,123–128). These 
studies used a qualitative (k = 4) or cross-sectional (k = 6) study 
design. Ten descriptive studies identified client and provider 
perspectives on what constitutes quality family planning services, 
which include stigma and embarrassment reduction (n = 9), client 
access and convenience (n = 8); confidentiality (n = 3); efficiency 
and tailoring of services (n = 6); client autonomy and confidence 
(n = 5); contraceptive access and choice (n = 4); increased time 
of patient-provider interaction (n = 3); communication and 
relationship (n = 3); structure and facilities (n = 2); continuity 
of care (n = 2). Well-established frameworks for guiding quality 
improvement efforts were referenced (122,129–132).

Potential consequences: Consequences might include 
increased use by clients of more effective contraceptive methods, 
clients might be more likely to return for care, client satisfaction 
might improve, and there might be reduced rates of teen and 
unintended pregnancy, and improved spacing of births.

Rationale: Research, albeit limited, has demonstrated that 
quality services are associated with improved client experience 
with care and adoption of more protective contraceptive 
behavior. Further, these recommendations on quality 
improvement are consistent with those made by national leaders 
in the quality improvement field. Research is either under way 
or planned to validate a core set of performance measures, and 
the recommendations will be updated as new findings emerge. 
All five EWG members agreed to these recommendations.
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Counseling is a process that enables clients to make 
and follow through on decisions. Education is an integral 
component of the counseling process that helps clients to 
make informed decisions. Providing quality counseling is an 
essential component of client-centered care.

Key principles of providing quality counseling are listed below 
and may be used when providing family planning services. The 
model was developed in consultation with the Technical Panel 
on Contraceptive Counseling and Education and reviewed by 
the Expert Work Group. Although developed specifically for 
providing contraceptive counseling, the principles are broad and 
can be applied to health counseling on other topics. Although 
the principles are listed here in a particular sequence, counseling 
is an iterative process, and at every point in the client encounter 
it is necessary to determine whether it is important to readdress 
and emphasize a given principle.

Principles of Quality Counseling
Principle 1. Establish and Maintain 

Rapport with the Client
Establishing and maintaining rapport with a client is vital 

to the encounter and achieving positive outcomes (1). This 
can begin by creating a welcoming environment and should 
continue through every stage of the client encounter, including 
follow-up. The contraceptive counseling literature indicates 
that counseling models that emphasized the quality of the 
interaction between client and provider have been associated 
with decreased teen pregnancy, increased contraceptive use, 
increased use of more effective methods, increased use of repeat 
or follow-up services, increased knowledge, and enhanced 
psychosocial determinants of contraceptive use (2–5) .

Principle 2. Assess the Client’s Needs and 
Personalize Discussions Accordingly

Each visit should be tailored to the client’s individual 
circumstances and needs. Clients come to family planning 
providers for various services and with varying needs. 
Standardized questions and assessment tools can help providers 
determine what services are most appropriate for a given visit 
(6). Contraceptive counseling studies that have incorporated 
standardized assessment tools during the counseling process 
have resulted in increased contraceptive use, increased correct 

Appendix C
Principles for Providing Quality Counseling

use of contraceptives, and increased use of more effective 
methods (2,7,8). Contraceptive counseling studies that have 
personalized discussions to meet the individual needs of 
clients have been associated with increased contraceptive use, 
increased correct use of contraceptives, increased use of more 
effective methods, increased use of dual-method contraceptives 
to prevent both sexually transmitted diseases (STDs) and 
pregnancy, increased quality and satisfaction with services, 
increased knowledge, and enhanced psychosocial determinants 
of contraceptive use (4,7,9–12).

Principle 3. Work with the Client 
Interactively to Establish a Plan

Working with a client interactively to establish a plan, 
including a plan for follow-up, is important. Establishing a 
plan should include setting goals, discussing possible difficulties 
with achieving goals, and developing action plans to deal with 
potential difficulties. The amount of time spent establishing a 
plan will differ depending on the client’s purpose for the visit 
and health-care needs. A client plan that requires behavioral 
change should be made on the basis of the client’s own goals, 
interests, and readiness for change (13–15). Use of computerized 
decision aids before the appointment can facilitate this process 
by providing a structured yet interactive framework for 
clients to analyze their available options systematically and to 
consider the personal importance of perceived advantages and 
disadvantages (16,17). The contraceptive counseling literature 
indicates that counseling models that incorporated goal 
setting and development of action plans have been associated 
with increased contraceptive use, increased correct use of 
contraceptives, increased use of more effective methods, and 
increased knowledge (2,9,18–20). Furthermore, contraceptive 
counseling models that incorporated follow-up contacts 
resulted in decreased teen pregnancy, increased contraceptive 
use, increased correct use of contraceptives, increased use of 
more effective methods, increased continuation of method 
use, increased use of dual-method contraceptives to prevent 
both STDs and pregnancy, increased use of repeat or follow-up 
services, increased knowledge, and enhanced psychosocial 
determinants of contraceptive use (2,3,7,11,21,22) . From the 
family planning education literature, computerized decision 
aids have helped clients formulate questions and have been 
associated with increased knowledge, selection of more effective 
methods, and increased continuation and compliance (23–25).
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Principle 4. Provide Information That Can 
Be Understood and Retained by the Client

Clients need information that is medically accurate, 
balanced, and nonjudgmental to make informed decisions and 
follow through on developed plans. When speaking with clients 
or providing educational materials through any medium (e.g., 
written, audio/visual, or computer/web-based), the provider 
must present information in a manner that can be readily 
understood and retained by the client. Strategies for making 
information accessible to clients are provided (see Appendix D).

Principle 5. Confirm Client Understanding
It is important to ensure that clients have processed the 

information provided and discussed. One technique for 
confirming understanding is to have the client restate the most 
important messages in her or his own words. This teach-back 
method can increase the likelihood of the client and provider 
reaching a shared understanding, and has improved compliance 
with treatment plans and health outcomes (26,27). Using the 
teach-back method early in the decision-making process will 
help ensure that a client has the opportunity to understand her 
or his options and is making informed choices (28).
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Providers should counsel clients about the effectiveness 
of different contraceptive methods.  Method effectiveness 
is measured as the percentage of women experiencing an 

Appendix D
Contraceptive Effectiveness

TABLE. Percentage of women experiencing an unintended pregnancy during the first year of typical use* and the first year of perfect use† of 
contraception and the percentage continuing use at the end of the first year — United States

Method

% of women experiencing an unintended pregnancy 
within the first year of use

% of women continuing use at 1 year§Typical use Perfect use

No method¶ 85.0 85.0
Spermicides** 28.0 18.0 42.0
Fertility awareness-based methods 24.0 47.0

Standard days method†† 5.0
2-day method†† 4.0
Ovulation method†† 3.0
Symptothermal method 0.4

Withdrawal 22.0 4.0 46.0
Sponge 36.0

Parous women 24.0 20.0
Nulliparous women 12.0 9.0

Condom§§

Female 21.0 5.0 41.0
Male 18.0 2.0 43.0

Diaphragm¶¶ 12.0 6.0 57.0
Combined pill and progestin-only pill 9.0 0.3 67.0
Evra patch 9.0 0.3 67.0
NuvaRing 9.0 0.3 67.0
Depo-Provera 6.0 0.2 56.0

Intrauterine contraceptives
ParaGard (copper T) 0.8 0.6 78.0
Mirena (LNG) 0.2 0.2 80.0

Implanon 0.05 0.05 84.0
Female sterilization 0.5 0.5 100.0
Male sterilization 0.15 0.1 100.0

Emergency Contraceptives: Emergency contraceptive pills or insertion of a copper intrauterine contraceptive after unprotected intercourse substantially reduces the risk of pregnancy.***
Lactational Amenorrhea Method: LAM is a highly effective, temporary method of contraception.†††

Source: Adapted from Trussell J. Contraceptive efficacy. In: Hatcher RA, Trussell J, Nelson AL, Cates W, Kowal D, Policar M, eds. Contraceptive technology: 20th revised ed. New York, NY: Ardent 
Media; 2011.
 * Among typical couples who initiate use of a method (not necessarily for the first time), the percentage of couples who experience an accidental pregnancy during the first year if they 

do not stop use for any other reason. Estimates of the probability of pregnancy during the first year of typical use for spermicides and the diaphragm are taken from the 1995 National 
Survey of Family Growth corrected for underreporting of abortion; estimates for fertility awareness-based methods, withdrawal, the male condom, the pill, and Depo-Provera are taken 
from the 1995 and 2002 National Survey of Family Growth corrected for underreporting of abortion. See the text for the derivation of estimates for the other methods.

 † Among couples who initiate use of a method (not necessarily for the first time) and who use it perfectly (both consistently and correctly), the percentage of couples who experience an 
accidental pregnancy during the first year if they do not stop use for any other reason. See the text for the derivation of the estimate for each method.

 § Among couples attempting to avoid pregnancy, the percentage of couples who continue to use a method for 1 year.
 ¶ The percentages becoming pregnant in columns labeled “typical use” and “perfect use” are based on data from populations in which contraception is not used and from women who 

cease using contraception to become pregnant. Among such populations, approximately 89% become pregnant within 1 year. This estimate was lowered slightly (to 85%) to represent 
the percentage of women who would become pregnant within 1 year among women now relying on reversible methods of contraception if they abandoned contraception altogether.

 ** Foams, creams, gels, vaginal suppositories, and vaginal film.
 †† The Ovulation and 2-day methods are based on evaluation of cervical mucus. The Standard Days method avoids intercourse on cycle days 8 through 19. The Symptothermal method is 

a double-check method based on evaluation of cervical mucus to determine the first fertile day and evaluation of cervical mucus and temperature to determine the last fertile day.
 §§ Without spermicides.
 ¶¶ With spermicidal cream or jelly.
 *** Ella, Plan B One-Step, and Next Choice are the only dedicated products specifically marketed for emergency contraception. The label for Plan B One-Step (1 dose is 1 white pill) says to 

take the pill within 72 hours after unprotected intercourse. Research has indicated that all of the brands listed here are effective when used within 120 hours after unprotected intercourse. 
The label for Next Choice (1 dose is 1 peach pill) says to take one pill within 72 hours after unprotected intercourse and another pill 12 hours later. Research has indicated that that both 
pills can be taken at the same time with no decrease in efficacy or increase in side effects and that they are effective when used within 120 hours after unprotected intercourse. The Food 
and Drug Administration has in addition declared the following 19 brands of oral contraceptives to be safe and effective for emergency contraception: Ogestrel (1 dose is 2 white pills), 
Nordette (1 dose is 4 light-orange pills), Cryselle, Levora, Low-Ogestrel, Lo/Ovral, or Quasence (1 dose is 4 white pills), Jolessa, Portia, Seasonale or Trivora (1 dose is 4 pink pills), Seasonique 
(1 dose is 4 light-blue-green pills), Enpresse (1 dose is 4 orange pills), Lessina (1 dose is 5 pink pills), Aviane or LoSeasonique (one dose is 5 orange pills), Lutera or Sronyx (1 dose is 5 white 
pills), and Lybrel (1 dose is 6 yellow pills).

 ††† However, for effective protection against pregnancy to be maintained, another method of contraception must be used as soon as menstruation resumes, the frequency or duration of 
breastfeeds is reduced, bottle feeds are introduced, or the baby reaches age 6 months.

unintended pregnancy during the first year of use, and is 
estimated for both typical and perfect use (Table).



Recommendations and Reports

48 MMWR / April 25, 2014 / Vol. 63 / No. 4

The client should receive and understand the information 
she or he needs to make informed decisions and follow 
treatment plans. This requires careful attention to how 
information is communicated. The following strategies can 
make information more readily comprehensible to clients:

Strategies for Providing Information to Clients
Educational materials should be provided that are clear and 

easy to understand. Educational materials delivered through 
any one of a variety of media (for example, written, audio/
visual, computer/web-based) need to be presented in a format 
that is clear and easy to interpret by clients with a 4th to 6th 
grade reading level (1–3). Many adults have only a basic 
ability to obtain, process, and understand health information 
necessary to make decisions about their health (4). Making 
easy-to-access materials enhances informed decision-making 
(1–3). Test all educational materials with the intended 
audiences for clarity and comprehension before wide-scale use.

The following evidence-based tools provide recommendations 
for increasing the accessibility of materials through careful 
consideration of content, organization, formatting, and 
writing style:
•	Health Literacy Universal Precautions Toolkit, provided 

by the Agency for Healthcare Research and Quality 
(available at http://www.ahrq.gov/qual/literacy),

•	 Toolkit for Making Written Material Clear and Effective, 
provided by the Centers for Medicare and Medicaid Services 
(available at http://www.cms.gov/WrittenMaterialsToolkit), 
and

•	Health Literacy Online, provided by the Office of Disease 
Prevention and Health Promotion (available at http://
www.health.gov/healthliteracyonline).

Information should be delivered in a manner that is 
culturally and linguistically appropriate. In presenting 
information it is important to be sensitive to the client’s 
cultural and linguistic preferences (5,6). Ideally information 
should be presented in the client’s primary language, but 
translations and interpretation services should be available 
when necessary. Information presented must also be culturally 
appropriate, reflecting the client’s beliefs, ethnic background, 
and cultural practices. Tools for addressing cultural and 
linguistic differences and preferences include
•	Health Literacy Universal Precautions Toolkit, provided 

by the Agency for Healthcare Research and Quality 
(available at http://www.ahrq.gov/qual/literacy), and

Appendix E
Strategies for Providing Information to Clients

•	Toolkit for Making Written Material Clear and Effective, 
Part 11; Understanding and using the “Toolkit Guidelines 
for Culturally Appropriate Translation,” provided by the 
Centers for Medicare and Medicaid Services (available at 
http://www.cms.gov/outreach-and-education/outreach/
writtenmaterialstoolkit/downloads/toolkitpart11.pdf ).

The amount of information presented should be limited and 
emphasize essential points. Providers should focus on needs 
and knowledge gaps identified during the assessment. Many 
clients immediately forget or remember incorrectly much of 
the information provided. This problem is exacerbated as 
more information is presented (7–9). Limiting the amount 
of information presented and highlighting important facts 
by presenting them first improves comprehension (10–14).

Numeric quantities should be communicated in a way that 
is easily understood. Whenever possible, providers should use 
natural frequencies and common denominators (for example, 
85 of 100 sexually active women are likely to get pregnant 
within 1 year using no contraceptive, as compared with 1 
in 100 using an IUD or implant), and display quantities in 
graphs and visuals. Providers also should avoid using verbal 
descriptors without numeric quantities (for example, sexually 
active women using an IUD or implant almost never become 
pregnant). Finally, they should quantify risk in absolute rather 
than relative terms (for example, “the chance of unintended 
pregnancy is reduced from 8 in 100 to 1 in 100 by switching 
from oral contraceptives to an IUD” versus the chance of 
unintended pregnancy is reduced by 87%). Numeracy is more 
highly correlated with health outcomes than the ability to read 
or listen effectively (15). The strategies listed above can help 
clients interpret numeric quantities correctly (16–28).

Balanced information on risks and benefits should be 
presented and messages framed positively. In addition to 
discussing risks, contraindications, and warnings, providers 
should discuss the advantages and benefits of contraception. 
In presenting this information, providers should express risks 
and benefits in a common format (for example, do not present 
risks in relative terms and benefits in absolute terms), and frame 
messages in positive terms (for example “99 out of 100 women 
find this a safe method with no side effects,” versus “1 out of 
100 women experience noticeable side effects”). Many clients 
prefer to receive a balance of information on risks and benefits 
(29), and using a common format avoids bias in presentation 
of information (18,22,26,30). Framing messages positively 
increases acceptance and comprehension (18,22,31,32).

http://www.ahrq.gov/qual/literacy
http://www.cms.gov/WrittenMaterialsToolkit
http://www.health.gov/healthliteracyonline
http://www.health.gov/healthliteracyonline
http://www.ahrq.gov/qual/literacy
http://www.cms.gov/outreach-and-education/outreach/writtenmaterialstoolkit/downloads/toolkitpart11.pdf
http://www.cms.gov/outreach-and-education/outreach/writtenmaterialstoolkit/downloads/toolkitpart11.pdf
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Active client engagement should be encouraged. Providers 
should use educational materials that encourage active 
information processing (e.g., questions, quizzes, fill-in-the-
blank, web-based games, and activities). In addition, they 
should be sure the client has an opportunity to discuss the 
information provided, and when speaking with a client, 
providers should engage her or him actively. Research has 
indicated that interactive materials improve knowledge 
of contraceptive risks, benefits, and correct method use 
(33–35). Clients also value spoken information (29,36); and 
educational materials, when delivered by a provider, more 
effectively increase knowledge (10,37). In particular, presenting 
information in a question and answer format is more effective 
than simply presenting the information (10,15,37–41).

References
 1. Centers for Medicare and Medicaid Services. Toolkit for making written 

material clear and effective. Baltimore, MD: Centers for Medicare and 
Medicaid Services; 2011.

 2. US Department of Health and Human Services, Office of Disease 
Prevention and Health Promotion. Health literacy online: A guide to 
writing and designing easy-to-use health Web sites. Washington, DC: 
US Department of Health and Human Services; 2010.

 3. DeWalt D, Callahan L, Hawk V, et al. Health literacy universal 
precautions toolkit. AHRQ Publication No. 10–0046-EF. Rockville, 
MD: Agency for Healthcare Research and Quality; 2010.

 4. Kutner M, Greenberg E, Jin Y, Paulsen C. The health literacy of America’s 
adults: results from the 2003 National Assessment of Adult Literacy 
(NCES 2006–483). Washington, DC: U.S. Department of Education: 
National Center for Education Statistics; 2006.

 5. Olavarria M, Beaulac J, Belanger A, Young M, Aubry T. Organizational 
cultural competence in community health and social service organizations: 
how to conduct a self-assessment. J Cult Divers 2009;16:140–50. 

 6. Tucker C. Reducing health disparities by promoting patient-centered 
culturally and linguistically sensitive/competent health care. U.S. 
Department of Health and Human Services Advisory Committee on 
Minority Health, US Public Health Service; 2009.

 7. Anderson JL, Dodman S, Kopelman M, Fleming A. Patient information 
recall in a rheumatology clinic. Rheumatol Rehabil 1979;18:18–22. 

 8. Crane JA. Patient comprehension of doctor-patient communication on 
discharge from the emergency department. J Emerg Med 1997;15:1–7. 

 9. McGuire LC. Remembering what the doctor said: organization and adults’ 
memory for medical information. Exp Aging Res 1996;22:403–28. 

 10. Little P, Griffin S, Kelly J, Dickson N, Sadler C. Effect of educational 
leaflets and questions on knowledge of contraception in women taking 
the combined contraceptive pill: randomised controlled trial. BMJ 
1998;316:1948–52. 

 11. McGee J. Toolkit for making written material clear and effective: 
Baltimore, MD: Centers for Medicare and Medicaid Services; 2010. 
Available at http://www.cms.gov/WrittenMaterialsToolkit.

 12. Peters E, Dieckmann N, Dixon A, Hibbard JH, Mertz CK. Less is more 
in presenting quality information to consumers. Med Care Res Rev 
2007;64:169–90. 

 13. Steiner MJ, Dalebout S, Condon S, Dominik R, Trussell J. Understanding 
risk: a randomized controlled trial of communicating contraceptive 
effectiveness. Obstet Gynecol 2003;102:709–17. 

 14. Berry DC, Michas IC. Rosis F. Evaluating explanations about drug 
prescriptions: Effects of varying the nature of information about side 
effects and its relative position in explanations. Psychol Health 
1998;13:767–84. 

 15. Berkman N, Sheridan S, Donahue K, et al. Health literacy interventions 
and outcomes: an updated systematic review. Evidence Report/
Technology Assesment No. 199. Rockville, MD: Agency for Healthcare 
Research and Quality; 2011.

 16. Berry DC. Informing people about the risks and benefits of medicines: 
implications for the safe and effective use of medicinal products. Curr 
Drug Saf 2006;1:121–6. 

 17. Berry DC, Raynor DK, Knapp P, Bersellini E. Patients’ understanding 
of risk associated with medication use: impact of European Commission 
guidelines and other risk scales. Drug Saf 2003;26:1–11. 

 18. Edwards A, Elwyn G, Mulley A. Explaining risks: turning numerical 
data into meaningful pictures. BMJ 2002;324:827–30. 

 19. Galesic M, Gigerenzer G, Straubinger N. Natural frequencies help older 
adults and people with low numeracy to evaluate medical screening tests. 
Med Decis Making 2009;29:368–71. 

 20. Garcia-Retamero R, Galesic M. Communicating treatment risk reduction 
to people with low numeracy skills: a cross-cultural comparison. Am J 
Public Health 2009;99:2196–202. 

 21. Garcia-Retamero R, Galesic M, Gigerenzer G. Do icon arrays help reduce 
denominator neglect? Med Decis Making 2010;30:672–84. 

 22. Gigerenzer G, Edwards A. Simple tools for understanding risks: from 
innumeracy to insight. BMJ 2003;327:741–4. 

 23. Knapp P, Gardner PH, Raynor DK, Woolf E, McMillan B. Perceived 
risk of tamoxifen side effects: a study of the use of absolute frequencies 
or frequency bands, with or without verbal descriptors. Patient Educ 
Couns 2010;79:267–71. 

 24. Kurz-Milcke E, Gigerenzer G, Martignon L. Transparency in risk 
communication: graphical and analog tools. Ann N Y Acad Sci 
2008;1128:18–28. 

 25. Lipkus IM. Numeric, verbal, and visual formats of conveying health 
risks: suggested best practices and future recommendations. Med Decis 
Making 2007;27:696–713. 

 26. Paling J. Strategies to help patients understand risks. BMJ 2003; 
327:745–8. 

 27. Skolbekken JA. Communicating the risk reduction achieved by 
cholesterol reducing drugs. BMJ 1998;316:1956–8. 

 28. Visschers VH, Meertens RM, Passchier WW, de Vries NN. Probability 
information in risk communication: a review of the research literature. 
Risk Anal 2009;29:267–87.

 29. Raynor DK, Blenkinsopp A, Knapp P, et al. A systematic review of 
quantitative and qualitative research on the role and effectiveness of 
written information available to patients about individual medicines. 
Health Technol Assess 2007;11:iii, 1–160.

 30. Fahey T, Griffiths S, Peters TJ. Evidence based purchasing: understanding 
results of clinical trials and systematic reviews. BMJ 1995;311:1056–9, 
discussion 9–60. 

 31. Armstrong K, Schwartz JS, Fitzgerald G, Putt M, Ubel PA. Effect of framing 
as gain versus loss on understanding and hypothetical treatment choices: 
survival and mortality curves. Med Decis Making 2002;22:76–83. 

 32. Gurm HS, Litaker DG. Framing procedural risks to patients: is 99% 
safe the same as a risk of 1 in 100? Acad Med 2000;75:840–2. 

 33. Paperny DM, Starn JR. Adolescent pregnancy prevention by health 
education computer games: computer-assisted instruction of knowledge 
and attitudes. Pediatrics 1989;83:742–52. 

 34. Reis J, Tymchyshyn P. A longitudinal evaluation of computer-assisted 
instruction on contraception for college students. Adolescence 
1992;27:803–11. 

 35. Roberto AJ, Zimmerman RS, Carlyle KE, Abner EL, Cupp PK, Hansen 
GL. The effects of a computer-based pregnancy, STD, and HIV 
prevention intervention: a nine-school trial. Health Commun 
2007;21:115–24. 

 36. Grime J, Blenkinsopp A, Raynor DK, Pollock K, Knapp P. The role and 
value of written information for patients about individual medicines: a 
systematic review. Health Expect 2007;10:286–98. 

http://www.cms.gov/WrittenMaterialsToolkit


Recommendations and Reports

50 MMWR / April 25, 2014 / Vol. 63 / No. 4

 37. DeLamater J, Wagstaff DA, Havens KK. The impact of a culturally 
appropriate STD/AIDS education intervention on black male 
adolescents’ sexual and condom use behavior. Health Educ Behav 
2000;27:454–70. 

 38. McMahon SR, Rimsza ME, Bay RC. Parents can dose liquid medication 
accurately. Pediatrics 1997;100:330–3. 

 39. Belcher L, Kalichman S, Topping M, et al. A randomized trial of a brief 
HIV risk reduction counseling intervention for women. J Consult Clin 
Psychol 1998;66:856–61. 

 40. Eldridge GD, St Lawrence JS, Little CE, et al. Evaluation of the HIV 
risk reduction intervention for women entering inpatient substance 
abuse treatment. AIDS Educ Prev 1997;9(Suppl):62–76. 

 41. Jaccard J. Unlocking the contraceptive conundrum. Washington, DC: 
The National Campaign to Prevent Teen and Unplanned Pregnancy; 
2009. Available at http://thenationalcampaign.org/resource/
unlocking-contraception-conundrum. 

http://thenationalcampaign.org/resource/unlocking-contraception-conundrum
http://thenationalcampaign.org/resource/unlocking-contraception-conundrum


Recommendations and Reports

MMWR / April 25, 2014 / Vol. 63 / No. 4 51

The following services have been given a D recommendation 
from the U.S. Preventive Services Task Force (USPSTF), which 
indicates that the potential harms of routine screening outweigh 
the benefits. Providers should not perform these screening services.

The USPSTF has recommended against offering the 
following services to women and men:
•	Asymptomatic bacteriuria: USPSTF recommends 

against screening for asymptomatic bacteriuria in men 
and nonpregnant women (1).

•	Gonorrhea: USPSTF recommends against routine 
screening for gonorrhea infection in men and women who 
are at low risk of infection (2).

•	Hepatitis B: USPSTF recommends against routinely 
screening the general asymptomatic population for 
chronic hepatitis B virus infection (3).

•	Herpes simplex virus (HSV): USPSTF recommends 
against routine serological screening for HSV in 
asymptomatic adolescents and adults (4).

•	 Syphilis: USPSTF recommends against screening of 
asymptomatic persons who are not at increased risk of 
syphilis infection (5).

The USPSTF has recommended against offering the 
following services to women:
•	BRCA mutation testing for breast and ovarian cancer 

susceptibility: USPSTF recommends against routine 
referral for genetic counseling or routine breast cancer 
susceptibility gene (BRCA) testing for women whose family 
history is not associated with an increased risk of deleterious 
mutations in breast cancer susceptibility gene 1 (BRCA1) or 
breast cancer susceptibility gene 2 (BRCA2) (6). However, 
USPSTF continues to recommend that women whose family 
history is associated with an increased risk of deleterious 
mutations in BRCA1 or BRCA2 genes be referred for genetic 
counseling and evaluation for BRCA testing.

•	Breast self-examination: USPSTF recommends against 
teaching breast self-examination (7).

•	 Cervical cytology: USPSTF recommends against routine 
screening for cervical cancer with cytology (Pap smear) in 
the following groups: women aged <21 years, women aged 
>65 years who have had adequate prior screening and are 
not otherwise at high risk for cervical cancer, women who 
have had a hysterectomy with removal of the cervix and 
who do not have a history of a high-grade precancerous 
lesion (i.e., cervical intraepithelial neoplasia grade 2 or 3) 
or cervical cancer. USPSTF recommends against screening 
for cervical cancer with HPV testing, alone or in 
combination with cytology, in women aged <30 years (8).

Appendix F
Screening Services For Which Evidence Does Not Support Screening

•	Ovarian cancer: USPSTF recommends against routine 
screening for ovarian cancer (9).

The USPSTF has recommended against offering the 
following services to men:
•	 Prostate cancer: USPSTF recommends against prostate-

specific antigen (PSA)-based screening for prostate cancer (10).
•	Testicular cancer: USPSTF recommends against screening 

for testicular cancer in adolescent or adult males (11).
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FAMILY PLANNING - PROGRAM REVIEW 
Iowa Department of Public Health 

 
Date:     Agency:     State Staff:     

Local Staff:         

Service Delivery                  Yes    No   N/A 
Title X Dollars Not Used for Abortion (Policy)    
Services are voluntary (request any policy on transfer into care and access to services)    
Consents for care are present and indicate voluntary participation    
Parental consent is not required for the provision of services to minors    
Language that client can stop or refuse services at any point included in consent    
Services are confidential    
No-contact policy assesses methods to contact clients while protecting confidentiality    
Costing and Cost Saving Activities      
      Applied findings    
Appointments    
       Person(s) responsible    
       Failed appt. policy    
       Walk-in policy    
       Appointment availability for adolescents: ___________________________    
Recall Methods for Missed Appointments     
       Mail    
       Phone (Home or cell)    
Referral procedure    
       Client informed of importance to follow-up    
       Follow-up assigned    
       Criteria    
       Release of info. Signed    
       Referral list    
Linkages (list below)     
       Contracts or    
       Memos of understanding    
Medical Emergencies (vaso-vagal reactions, anaphylaxis, syncope, cardiac arrest, shock, 
hemorrhage, and respiratory difficulty) 

   

        Policy in place    
Non-Medical Emergencies (natural disasters, violent acts, fire)    
        Policy in place (site-specific and define role of staff)     

 

Quality of Service                                                               Yes    No   
N/A 
Medical protocols    
         Current    
         Reference current national standard of care when vary from Title X Guidelines    
         Reviewed yearly    
         Person responsible:          
Standing orders from physician when indicated     
         Current    
         Reviewed yearly    
         Person responsible:          
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Job Descriptions    
          Current/appropriate    
          Reviewed yearly    
          Person responsible:          
Manuals current    
 Release of medical records protocols    
           Written consent for the release of personally identifiable information, except as  

required by law 
   

           When information is requested, agencies release only the specific information 
 requested 

   

           Information collected for reporting purposes may be released in the aggregate, so as   
not to identify individuals   

   

           Upon request, clients transferring to other providers must be provided a copy or 
 summary of their record 

   

 

Personnel Policies                                                              Yes    
No   N/A 
Clinic staff meetings    
Agency staff meetings    
Training updates    
New employees trained (FP 101 and 201 documentation)    
Continuing education offered    
Conflict of interest policy is signed and in personnel files    
Policy in place regarding excluded Medicare/Medicaid Providers and staff    
Personnel policies are confidential    

 

Community Education and Project Promotion                                                      Yes    No   
N/A 
How often are materials updated? Are they current?     
Content for adolescents on        
            Parental involvement    
            Adolescent decision-making    
            STI/HIV Prevention    
            Clinic services    
            Confidential services    
            Voluntary services    
            Sliding fee    
            Strategies to avoid coercive sexual activity    
            Abstinence    

 

Review of Grant Application                                                                             Yes    No   
N/A 
Work plan    
              On schedule    
              Evaluation plan    
              What activities are focusing on national priorities? _____________________    

 

Patient Fee and Collections (review income, fee schedules & policies)                   Yes    No   N/A 
Review client income verification forms and procedures    
              Is income verified?    
              Is income verification a barrier to services?    
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              Can fees be waived for good cause?    
Is confidential minor income assessment based on the minor’s income only?             
Are donations voluntary?    
Are there failed appointment or supply pickup fees?    
Are postage & handling fees are based on income?    
Are discounts applied to balances after insurance pays?    
Review payment & collection policies    
             Billing procedures safeguard confidentiality for no-contact clients    
             Contraceptive supplies are not rationed for non payment    
             Are all third parties billed for total charges without discounts?    
             Is there a method for aging outstanding accounts? Describe 
 

   

Review of agency policy regarding availability of services regardless of ability to pay 
Describe_______________________________ 

   

Review policies for referring clients to collection agencies:  Comments 
 

   

 

Community Participation                                 Yes    No   N/A 
Process for soliciting community participation and input for development, implementation 
and evaluation of the program  

   

          Committee has local racial & ethnic representation (request roster)    
          Committee members are knowledgeable about community family planning needs    
Minimum of one meeting per year    
          Minutes reflect actions taken on materials    

 
Civil Rights                                        Yes    No   N/A 
What activities has the agency implemented to be in compliance with Title VI (Civil Rights 
Act)? 
 
 

   

Does the agency assure there is a non-discrimination policy for clients?    
Are facilities accessible to people with disabilities? (Americans With Disabilities Act – Public 
Law 101-336) (review disability accessibility assessment) 

   

 
                                           

Compliance with Iowa law                   Yes    No   N/A 
Does the agency have policies for reporting child abuse consistent with Iowa child abuse 
reporting requirements? 

   

STD Reporting is in compliance with reporting laws    
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FAMILY PLANNING - PROGRAM REVIEW 
Iowa Department of Public Health 

 
Date:     Agency:     State Staff:     

Local Staff:         

Service Delivery                  Yes    No   N/A 
Services are voluntary (request any policy on transfer into care and access to services)    

Consents for care are present and indicate voluntary participation    

Language that client can stop or refuse services at any point    

Services are confidential    

Intake interview is conducted in private    

Review of sub-recipients’ notices of privacy practices to ensure compliance with Federal 
confidentiality and privacy requirements. 

   

Costing and Cost Saving Activities      

      Sliding fee scale being applied appropriately    

Appointments    

       Person(s) responsible    

       Appointment availability for adolescents: ___________________________    

Recall Methods for Missed Appointments     

       Mail    

       Phone (Home or cell)    

Referral procedure    

       Referral list    

Medical Emergencies (vaso-vagal reactions, anaphylaxis, syncope, cardiac arrest, shock, 
hemorrhage, and respiratory difficulty) 

   

        All employees trained (documentation in employee file)    

        Necessary equipment    

Non-Medical Emergencies (natural disasters, violent acts, fire)    

        All employees trained (documentation in employee file)    

 
Quality of Service                                                               Yes    No   N/A 
Job Descriptions    

          Current/appropriate    

          Reviewed yearly    

          Person responsible:          

Manuals current and readily accessible     

Copies of professional licenses current    

 Release of medical records protocols    

           Written consent for the release of personally identifiable information, except as  
required by law 

   

 

Personnel Policies Evidence of :                                                     Yes    No   N/A 
Clinic staff meetings    

Agency staff meetings    

Training updates    

New employees trained (FP 101 and 201 documentation)    

Continuing education offered    

Statement in project personnel files acknowledging voluntary  participation and  possible 
prosecution if coerce any person to undergo abortion or sterilization 
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Statement in project personnel files acknowledging human trafficking training; policies 
completed and compliance assured 

   

Conflict of interest policy is signed and in personnel files    

Personnel policies are confidential    
 

Community Education and Project Promotion                                                      Yes    No   N/A 
Information and Education Committee meeting minutes on file (request), including review 
tools used to determine that the material is suitable for the population for which it is used 

   

Information and Education Committee roster contains correct number of members and is 
broadly representative of the community.  Discuss recruitment. Members can not be 
employees of the agency. Employees are only utilized on this committee to evaluate the 
medical accuracy of the material. Material reviews must be conducted by a quorum of the 
committee of at least 75% of members.   

   

The I and E committee considers the educational and cultural backgrounds of clients and 
the standards of the population 

   

I & E basics 
 An inventory of I&E material is required. 
 Website use must follow IDPH manual Policy  
 Consider the standards of the population or community to be served with respect to 

such materials 
 Review the content of the material to assure that the information is factually correct 

 
Community Education and Promotion 
 
Describe:_________________________________                                            
 
 
 
 
 

   

How often are materials updated? Are they current?     

Content for adolescents on        

            Parental involvement    

            Adolescent decision-making    

            STI/HIV Prevention    

            Clinic services    

            Confidential services    

            Voluntary services    

            Sliding fee    

            Strategies to avoid coercive sexual activity    

            Abstinence    
 

Review of Grant Application                                                                             Yes    No   N/A 
Work plan    
              Evaluation plan    
              What activities are focusing on national priorities? _____________________    

 

Patient Fee and Collections (review income, fee schedules & policies)                   Yes    No   N/A 
Basis of current fee schedule (review)    

              Clients placed accurately on the income scale    

Review client income verification forms and procedures    
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              Is income verified?    

              Is income verification a barrier to services?    

              Can fees be waived for good cause?    

Is confidential minor income assessment based on the minor’s income only?             

Review of fee schedule    

             Are donations voluntary?    

             Are there failed appointment or supply pickup fees?    

             Are postage & handling fees are based on income?    

             Are discounts applied to balances after insurance pays?    

Review payment & collection policies    

             Describe how unpaid balances are solicited from confidential clients    

             Billing procedures safeguard confidentiality for no-contact clients    

             Is client’s sensitivity & dignity maintained?    

What contracts do you have with third party payers? 
 

   

Show me how billing and claims are handled (process) 
 

   

Show me the process for working denied claims 
 

   

Review procedure for separation of patient financial/balance due information from clinical 
records is separation assured? Comments___________________________ 

   

 

Community Participation (Information & Education Committee)                                Yes    No   N/A 
Describe the process for local input for the program plan: 
 

   

Process for soliciting community participation and input for development, implementation 
and evaluation of the program  

   

          Committee has local racial & ethnic representation (request roster)    

          Committee members are knowledgeable about community family planning needs    

Review minutes of Community Participation meeting or summary of activities, input, actions 
taken and how members were notified of actions on recommendations 

   

Minimum of one meeting per year    

          Minutes reflect actions taken on materials    

 
Civil Rights                                        Yes    No   N/A 
Does the agency assure there is a non-discrimination policy for clients?    

Are facilities accessible to people with disabilities? (Americans With Disabilities Act – Public 
Law 101-336) (review disability accessibility assessment) 

   

 

Facilities                                          Yes    No   N/A 
Are facilities available at the times convenient to clients?    

Do facilities meet fire, building & licensing codes? (Request)     

 
Compliance with Iowa law                   Yes    No   N/A 
Is proof of current training (within the last 5 years) on compliance for reporting child abuse 
present in employee files?  

   

Is proof of required training on Human Trafficking present?     
 
 
 



March	2016	 	 									

APPENDIX 5 -- Chart Audit 
 

Appendix	5,	page	1	
																																	Iowa	Department	of		Public	Health	
																																		Title	X		Family	Planning	Services	Manual	

 

 
Iowa Department of Public Health 

 
Family Planning Chart Audit Instructions 

 
 
 

The Iowa Department of Public Health (IDPH) Family Planning Chart Audit is part of the Title X 
Family Planning Program quality assurance policy. 
 
Family Planning Program Chart Audits are required for all IDPH sub-recipient (SR) agencies for 
Title X services as follows:  
 

1.   Each assigned SR shall submit a summary of the results and follow-up from an internal 
chart audit to IDPH by April 15 of each year as part of a quality assurance strategy. 

2.   Chart audits for each SR will be completed by IDPH staff, with or without the assistance 
of agency staff, every two years as part of the program monitoring schedule. 

 
The chart audits must evaluate the care provided to a variety of types of family planning clients. 
The following chart audit requirements are provided:      
 

1. A minimum of ten (10) charts shall be audited and preferably more. 
2. Charts are to be randomly selected from all clinic sites for clients served within the past 

12 months. 
3. Of the charts audited a minimum of the following charts are required: 

 Four (4) initial charts 
 Two (2) annual charts 
 Two (2) pregnancy test charts 
 Two (2) charts that required follow-up 
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Iowa Department of Public Health 
Family Planning Chart Audit 

 
Agency      Client Identification #______________ 

Reviewer(s) ____________________________________    Date ________________ 

 
Basic Chart Requirements                                                                              Yes    No   N/A 
Client financial data is kept separate from clinical record    
No-contact status is recorded on medical chart    
No-contact status is recorded in financial section    
Confidentiality Assurance Statement is evident    
“Services are voluntary” statement is evident    

 
Informed Consent         Yes    No   N/A 
Consent to receive services, including confidentiality statement    
Consent is updated with major change in health status or change in method    

 
Assessment          Yes    No   N/A 
Race and Ethnicity are collected according to OMB guidelines    
Personal and family history    
Blood Pressure    
     Follow-up for hypertension documented    
Height and Weight    
Hct/Hgb if indicated    
Pap Smear if indicated    
     Results in record    
     Abnormal results evaluated    
     Follow-up or referral completed    
Pelvic exam if indicated    
Gonorrhea testing as appropriate    
Chlamydia testing as appropriate    
Breast exam as appropriate    
HIV Risk Assessment    
Client sexual, personal, family & social history updated at revisits    

 
Education/Counseling         Yes    No   N/A 
Information given on clinic procedures and service    
Education/counseling given on specific contraceptive method    
STI prevention    
HIV education and risks    
Individual counseling as indicated (nutrition, infertility, etc.)    
Preconception counseling provided    
Pregnancy intention is assessed at all visits. Reproductive Life Plan 
counseling is provided as appropriate.  
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For Clients Under 18 Years Old        Yes    No   N/A 
Counseling on reproductive decision making    
Confidentiality    
Abstinence    
Parental involvement counseling    
Resisting coercive sexual activity counseling    

 
Coordination of Services        Yes    No   N/A 
Scheduled revisit    
Referral is documented    
Referral is followed-up    
Follow-up on missed appointments not routine    
Client informed about the importance of follow-up    
Revisit is based on clients need for education, counseling, clinical counseling    

 
Infertility Services (if applicable)        Yes    No   N/A 
History    
Exam, lab test    
Counseling    
Referral    

 
Pregnancy Diagnosis Services (if applicable)     Yes    No   N/A 
History    
Pregnancy test    
Referred for prenatal care    
Counseling for all options    
Prenatal health information    
Client counseled as to importance of receiving a physical assessment as 
soon as possible 

   

If ectopic pregnancy is suspected, immediate referral is provided.    
 
 

Signature and Date        Yes    No   N/A 
Every entry signed, dated including telephone encounters of medical nature    
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Strengths 
 

 
 
 

Areas for Improvement 
 
 
 
 
 
 
 
 
 
 
 
Plan for follow-up monitoring: 
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Iowa Department of Public Health 

Family Planning Clinic Evaluation 
 
Agency/Site    Date    Reviewer    
 
Clinic Administration Services 

GENERAL 
                             Yes     No    N/A               Comments  
Services are provided under the direction of a licensed 
physician 

 

Protocols are dated, reviewed and signed annually by 
medical director 

 

Protocols reflect and site current national standard of care 
when vary from Title X Guidelines 

 

Policy/procedure manual includes:  

      Incident reporting procedure  

      Maintenance of equipment  

      Child abuse reporting  

      Infection control procedure  

      Use of interpreters  

Request transfer and access policies  

FINANCIAL 
           Yes     No    N/A               Comments 

Minors’ income determination based on income of minors 
unless parents involved 

 

For insured clients, discounts applied to balance after 
insurance pays 

 

Clients are informed that services will not be denied 
because of inability to pay 

 

Fee/Donation collected, as appropriate  

Fees allowed to be waived for good cause, as determined 
by the agency director   

 

CLINIC ENVIRONMENT 
    Yes     No    N/A     Comments                                         

Services provided meet minimum criteria for Title X  

Clinic has no smoking policy  
 

Accessible to physically challenged persons  
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APPOINTMENTS 
          Yes     No    N/A            Comments 

Appointments are given to adolescents with short notice  

No show rate monitored  

Follow-up policy in place for no shows  

Procedure in place for walk-ins/emergency  

Resupply offered on a walk-in basis  

FOLLOW-UP and REFERRAL 
          Yes     No    N/A            Comments 

Follow-up tracking system in place  

Referral list includes addresses and phone numbers  

Formal referral agreements exist where appropriate  

Written authorization for release of information is obtained 
 

Specific charts can be retrieved using follow-up (f/u) logs 
 

Follow-up policy in place for abnormal lab 
 

Policy/procedure for written referrals which includes: 
  minimum of 3 f/u attempts & documentation in client 
chart 

 

Policy /procedure for abnormal lab results which includes: 
  certified mail notification sent to clients with significant 

abnormal lab findings who don't respond to other 
methods of contact 

 

PREGNANCY DIAGNOSIS SERVICES 
          Yes     No    N/A            Comments 

Pregnancy diagnosis services are offered on site  

History and physical assessment available at the time of 
test or counseling provided for follow-up 

 

Clients with negative pregnancy tests and amenorrhea 
are given appointment or referred for evaluation 

 

Pregnancy options counseling including all alternatives is 
provided 

 

Appropriate prenatal education provided to  those clients 
with positive test and planning to continue with pregnancy 

 

Clients are encouraged to schedule an appointment for 
physical assessment, preferably within 15 days of positive 
pregnancy test 

 

If ectopic pregnancy is suspected, the client is referred for 
immediate diagnosis and treatment 
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OTHER SERVICES 
            Yes     No    N/A            Comments 

Preconception counseling is provided   

Reproductive Life Plan  counseling is provided  

Family involvement counseling is provided to adolescent  

Level 1 infertility services are offered on site  

Natural Family Planning services provided  

Offers HPV vaccines (others_____________________)  

EMERGENCY PROCEDURES 
                  Yes     No    N/A      Comments                                     
Policy and procedure is in place for management of on-site 
medical emergencies, e.g., vaso-vagal reactions, 
anaphylaxis, syncope, cardiac arrest, shock, hemorrhage, 
respiratory difficulty 

 

Policy and procedure is in place for management of on-site 
non-medical emergencies, e.g., natural disasters, violent 
acts, fire 

 

Emergency resuscitative drugs are on site and readily 
accessible to exam and treatment rooms 

 

Policy/procedure in place for routine monitoring of 
emergency equipment, e.g. 

 

         Smoke alarms  

         Fire extinguisher  

         Emergency supplies/pharmaceuticals  

Policy and procedure in place for emergencies involving 
ambulance transfer or hospital care 

 

PHARMACEUTICALS 
                                                                                                         Yes     No    N/A    Comments                                         
Medication dispensing and prescribing is in compliance with 
state statutes 

 

Adequate supply and variety of drugs and devices 
maintained to meet clinic needs 

 

If additional medications are dispensed e.g., for treatment 
of STIs inventory is adequate 

 

Contraceptive and therapeutic drugs are kept in a secure 
place 

 

Record keeping system for monitoring controlled 
substances is in place 

 

Above services are contracted for if not provided by clinic  

Does DA assure compliance with 340B usage, comment  
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What mechanisms are in place to segregate drugs 
purchased through the 340B program from drugs 
purchased outside of the 340B program? 

 

Does the agency have any non-Title X Patients?  
(maternal health, WIC) 

 

If yes, how does the agency ensure that contraceptive  
purchases through the Title X 340(B) Program are provided 
only to Title X patients? 

 

MEDICAL RECORDS 
                                                                                                        Yes     No    N/A     Comments                                         
Medical records safe guarded against loss or use by 
unauthorized persons 

 

Medical record for every client served  

Medical record complete and accurate, including education 
and phone calls 

 

Telephone encounters of a medical nature are documented  

Medical records retained for at least 5 years  

Policy/procedure for storage of inactive medical record  
 

Release of Medical records protocols  

      Written consent for the release of personally identifiable 
information, except as required by law  

 

When information is requested, agencies release only 
the specific information requested 

    

      Information collected for reporting purposes may be 
released in the aggregate, so as not to identify 
individuals 

 

      Upon request, clients transferring to other providers 
must be provided a copy or summary of their record 
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Iowa Department of Public Health 

Family Planning Clinic Evaluation 
 
Agency/Site    Date    Reviewer    
 

Clinic Administration Services 
 

GENERAL 
           Yes     No    N/A               Comments  
Services are provided under the direction of a licensed 
physician 

 

Protocol manual in place which details each clinical 
service provided.  Manuals are available to providers and 
staff. 

 

Protocols are dated, reviewed and signed annually by 
medical director 

 

Client no-contact status is recorded on the medical chart, 
including financial section 

 

Time needed to complete Release of Medical Records 
requests 

 

FINANCIAL 
             Yes     No    N/A               Comments 

Client income/poverty level documented  

Current fee schedule in use (date of fee sheet or entry 
into computer) 

 

Minors’ income determination based on income of minors 
unless parents involved 

 

Fee scale discussed w/ client  

For insured clients, discounts applied to balance after 
insurance pays 

 

Clients are informed that services will not be denied 
because of inability to pay 

 

Fee/Donation collected, as appropriate  

CLINIC ENVIRONMENT 
     Yes     No    N/A   Comments                                          

Adequate space/equipment  

Counseling and exam rooms are private and facilitate 
confidentiality 

 

Clinic personnel professional helpful, friendly (name 
tag/lab coat) 

 

Waiting area appropriate (chairs, pamphlet rack, reading 
materials, space for children/toys) 

 

Interpreter services poster available in waiting area 
 

Hours/name of clinic posted in visible place  
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Clinic clean, comfortable temp, free of clutter 
 

Patient flow appropriate for size & physical layout of 
facility 

 

Clinic has no smoking policy  
 

Accessible to physically challenged persons  
 

Clinic environment supports client confidentiality  
 

APPOINTMENTS 
 
              Yes     No    N/A            Comments 

Waiting time for appointments_____________________  

Appointments are given to adolescents with short notice  

Appointments are over booked for no-show rate  

No show rate monitored  

Resupply offered on a walk-in basis  

FOLLOW-UP and REFERRAL 
          Yes     No    N/A            Comments 

Follow-up tracking system in place  

Referral list includes addresses and phone numbers  

Formal referral agreements exist where appropriate  

Written authorization for release of information is obtained 
 

Specific charts can be retrieved using follow-up (f/u) logs 
 

PREGNANCY DIAGNOSIS SERVICES 
          Yes     No    N/A            Comments 

Pregnancy diagnosis services are offered on site  

History and physical assessment available at the time of 
test or counseling provided for follow-up 

 

Pregnancy options counseling including all alternatives is 
provided 

 

Appropriate prenatal education provided to  those clients 
with positive test and planning to continue with pregnancy 

 

Clients are encouraged to schedule an appointment for 
physical assessment, preferably within 15 days of positive 
pregnancy test 

 

If ectopic pregnancy is suspected, the client is referred for 
immediate diagnosis and treatment 
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OTHER SERVICES 
            Yes     No    N/A            Comments 

Family involvement counseling is provided to adolescent  

Offers on site HIV testing  

Have you used the “Tests of Public Health Significance” 
(TOPHS)? 

If no, why not?

Offers HPV vaccines (others_____________________)  

EMERGENCY PROCEDURES 
                 Yes     No    N/A   Comments                                         
Equipment is in place for management of on-site medical 
emergencies, e.g., vaso-vagal reactions, anaphylaxis, 
syncope, cardiac arrest, shock, hemorrhage, respiratory 
difficulty 

 

Policy and procedure is in place for management of on-site 
non-medical emergencies, e.g., natural disasters, violent 
acts, fire 

 

Emergency resuscitative drugs are on site and readily 
accessible to exam and treatment rooms 

 

Policy/procedure in place for routine monitoring of 
emergency equipment, e.g. 

 

         Smoke alarms  

         Fire extinguisher  

         Emergency supplies/pharmaceuticals  

Policy and procedure in place for emergencies involving 
ambulance transfer or hospital care 

 

All clinic personnel are CPR certified  

LABORATORY 
                  Yes     No    N/A  Comments                                          
Schedule in place for monitoring and maintaining 
laboratory equipment 

 

Laboratory services on site:  

         Hematocrit/Hemoglobin  

         Urinalysis  

         Pregnancy test  

Lab results transferred to chart in a timely manner 
 

CLIA Certification  

Other:___________________________________ 
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PHARMACEUTICALS 
                                                                                                        Yes     No    N/A    Comments                                         
Medication dispensing and prescribing is in compliance 
with state statutes 

 

Adequate supply and variety of drugs and devices 
maintained to meet clinic needs 

 

If additional medications are dispensed e.g., for treatment 
of STIs inventory is adequate 

 

Contraceptive and therapeutic drugs are kept in a secure 
place 

 

Record keeping system for monitoring controlled 
substances is in place 

 

Above services are contracted for if not provided by clinic  

Does the agency have any non-Title X Patients? (maternal 
 WIC) 

 

If yes, how does the agency ensure that contraceptive  
purchases through the Title X 340(B) Program are provided 
only to Title X patients? 

 

What mechanisms are in place to segregate drugs inside  
and purchased outside the 340(B) Program?  

 

MEDICAL RECORDS 
                                                                                                         Yes     No    N/A    Comments                                         

Medical records readily accessible  

Site uses electronic health information or records  

Medical records safe guarded against loss or use by 
unauthorized persons 

 

Medical record complete and accurate, including 
education and phone calls 

 

Telephone encounters of a medical nature are 
documented 

 

Medical record signed by appropriate staff/health care 
provider making an entry including name and title 

 

Medical record systematically organized to facilitate 
retrieval and compilation of information 

 

Release of Medical records protocols  

Written consent for the release of personally identifiable 
information, except as required by law  
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Iowa Department of Public Health 

Family Planning  

Title X Provider Review 

 
Agency:  Provider:  

Reviewer:  Date:  

 
VISIT TYPE: 
 
Initial        Annual        Bi-Annual        Special Management Problem         Pregnancy Diagnosis  

 
 
 

INITIAL VISIT HISTORICAL DATA 

 Done Not 
Done 

Incomplete Not 
Applicable 

Review 
Only 

Comments

Demographic Information         
Purpose of visit       
Any present illness       
Menstrual History       
Reproductive History Female       
     Obstetric       
     Gynecological       
     STD’s/risk assessment       
     Genito-urinary surgery       
Reproductive History Male       
     STD's/risk assessment       
     Genito-urinary surgery       
     trauma, masses, infection        
     Fertility        
Contraceptive History       
Sexual History       
Medical History       
Surgical History       
Hospitalizations        
Mental Health History       
Social History       
Medication use including OTC meds       
Allergies       
Immunization History       
Family History       
Substance use including ETOH, 
Tobacco and Illicit Drugs 

      

Systems review including OC, IUD, 
injected progestins and barrier 
method specific 

      

Nutrition assessment       
Clinician reviews above if she/he did 
not obtain history   
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PHYSICAL EXAM INITIAL VISIT *not required for the provision of contraceptives 

 Done Not 
Done 

Incomplete Not 
Applicable 

Review 
Only 

Comments

1. Height/Weight       
2. Vital Signs       
3. HEENT*       
4. Thyroid*       
5. Cardiovascular *       
6. Pulmonary*       
7. Breasts*       
8. Abdomen*       
9. Pelvis if indicated, including       

a. inspection of external 
genitalia 

      

b. BUS       
c. speculum exam       
d. bimanual exam       
e. rectal exam*       

10. Male exam specific including, if 
indicated 

      

a. inspection of external 
genitalia  

      

b. rectal exam as indicated       
c. palpation of prostate       
d. self exam of testes taught 

and documented 
      

11. Extremities including signs of 
abuse* 

      

12. Lymph*       
13. IUD insertion       
14. Diaphragm fit       
15. Hormone implant insertion       
16. Laboratory Data as indicated        

a. Urinalysis and/or       
b. culture and sensitivity       
c. Hgb/Hct       
d. PAP       
e. Chlamydia       
f. GC       
g. Serology       
h. Rubella       
i. TB       
j. Pregnancy TestError! 

Bookmark not defined. 
      

k. Wet Mount       
17. Blood glucose       

a. Cholesterol        
18. Provider uses proper 

technique obtaining specimens 
      

19. Provider uses proper 
technique during any 
procedure 

      

20. Other____________________       
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INTERNAL VISIT HISTORICAL DATA 

 Done Not 
Done 

Incomplete Not 
Applicable 

Review 
Only 

Comments

Purpose of the visit        
Menstrual History Update       
Contraceptive History Update       
General and method specific       
Interval History Update,       
    including systems review       
Mental Health History Update       
Sexual History Update       

PHYSICAL EXAM INTERVAL VISIT  
Weight       
Vital Signs       
Thyroid*       
Breasts*       
Abdomen*       
Extremities*       
IUD string check and/or insertion       
Diaphragm fit check and 
insertion technique 

      

Pelvis complete*       
Rectum*       
Laboratory Data as indicated       
Other areas as indicated by the 
interval history 

      

GENERAL  
Introduces self to client        
Systematic approach to history 
and physical  

      

Culturally sensitive       
Age appropriate       
Enough time allowed for client 
questions 

      

Care is individualized       
All procedures explained in 
advance 

      

Self Breast exam taught and 
documented as appropriate 

      

Laboratory results 
discussed/documented 

      

Client privacy and confidentiality 
are maintained    

      

Universal precautions        
Reproductive Life Plan 
Discussed 

      

Provider demonstrated empathy        
Counseling is client centered         
Provider uses time effectively       
Preventive health guidelines are 
discussed  

      

Provider follows the most current 
CDC recommendations on 
contraceptive safety 
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Please provide comments on clinician efficiency and suggestions for improving clinician/clinic 
efficiency or flow.  

 
 

DOCUMENTATION  

 Done Not 
Done 

Incomplete Not 
Applicable 

Review 
Only 

Comments

Counseling/Education 
documented including: 

      

     Reproductive life plan       
preconceptual where 
appropriate 

      

Pregnancy options where 
appropriate 

      

Reproductive decision 
making 

      

Adolescent counseling if 
under 18 

      

Method specific counseling       
Substance abuse, IPV, 
sexual coercion 

      

Informed consent       
STD prevention       
HIV education       

Coordination of Services 
documented including: 

      

Referral where indicated       
Follow-up appointment       

Record signed and dated        
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Iowa Department of Public Health 

Family Planning  

Agency Administrative On-Site Review 

 
Agency: Agency Staff Consulted:  

Reviewer:____________________________Date of Review: ______________________ 

Date of last administrative review:_____________________________________ 

List any recommendations and requirements from previous administrative reviews that are still 
unmet:  
 

 

 

 
 

Yes No N/A  

   I. Organizational Chart: 

   A. Documents on file are consistent with current organizational structure. 

   B. Actual lines of supervision are reflected. 

   C. Agency has notified the Department, in writing, of required staff changes.  

   II. Agency lines of Communication and/or Management: 

   A. How often are agency staff meetings held?  

   B. How are staff minutes dispersed to staff?   

   C. How often are meetings with subcontractors held?  

   D. How are subcontractor meeting minutes dispersed?  

   III.  Subcontractors: 

   A. Agreements, contracts, and memoranda of understanding have been 
signed for current grant year prior to effective date.  (Check against the 
Subcontracts form of Agency’s application)  
 

   B. Subcontracts are in compliance with Article 5 of the General Conditions 
dated October 1, 2009.  
 

   C. For Subcontracts, the qualifications and responsibilities are stipulated in the 
contract, or with contracted providers, as required by Americans with 
Disabilities Act of 1990 (ADA). 
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   IV.  Licensure: 

   A. Agency has on file verification of current licensure status of professional 
staff, including contracted staff. 
 

   V.  OSHA Bloodborne Pathogens Standards: 

   A. Agency exposure control plan meets all of the OSHA Bloodborne 
Pathogens Standards. 
 

   B. Employees directly exposed to bloodborne pathogens signed the “Hepatitis 
B Immunization Consent/Refusal Form”. 
 

   C. Agency conducts training and education (at the time of hire and annually 
thereafter) concerning bloodborne pathogen exposure. 
 

   D. Records of training are kept for at least three years. 
 

   VI.  Personnel Policies: 

   A. Conditions of employment include recruitment, selection, termination, 
promotion, and compensation (including fringe benefits) 
 

   B. Leave and absence. 
 

   C. Grievance procedure. 
 

   D. Provision for career development or continuing education. 
 

   E. Nondiscrimination policy, to be consistent with Title VI of the Civil Right Act, 
Section 504 of the Rehabilitation Act of 1973, and Title I of the Americans 
with Disabilities Act. 
 

   F. Employee orientation program. 
 

   G. Employee performance evaluation.  
 

   H. Policies reviewed according to the agency policy and updated as needed. 
 

   VII.  Employee/Personnel Files: 

   A. Employee performance review in employee personnel files is in compliance 
with Employee Performance Evaluation Policy. (Randomly select a 
representative sample of MCH personnel files and all Family Planning files) 

   B. Confidentiality of personnel records are ensured in what way(s)? 
   

Locked cabinet? Yes   No  
 

   VIII.  Employment Application Form: 

   A. Form is in compliance with civil rights regulations. 
 

   B. Form includes a detachable demographic data sheet. 
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   IX.  Job Description: 

   A. Every agency position in the budget has a written job description available. 
 

   B. Job descriptions delineate qualifications and responsibilities. 
 

   C. Job descriptions are dated and reflect current responsibilities. 
 

   D. Job descriptions are updated regularly to delineate essential functions. 
   

X.  Salary Schedule: 

   A. Salary schedule is current. 
 

   B. Salaries for budgeted positions agree with this schedule. 
   

XI.  Civil Rights: 

   A. Contractor is in compliance with Title VI of the Civil Rights Act, the 
Americans with Disabilities Act of 1990 (ADA) and Section 504 of the 1973 
Rehabilitation Act. 

   1. Agency has appointed a Section 504/ADA coordinator: 

  
    

2. The section coordinator has taken recommended Civil Rights training. 
 

   3. Agency is prepared and willing to provide “reasonable 
accommodation” to an applicant or employee who requests it. 

   4. Service sites have been evaluated for handicapped accessibility and 
have written documentation. By whom: 
 
____________________________________________ 

  
   B. The agency is in compliance with Affirmative Action requirements. 

 
   1. Agency has an Equal Employment/Affirmative Action (AA) officer:  

 
______________________________________________ 

  
   2. Agency has a current Affirmative Action policy and plan. 

 
   3. The plan analyzes and compares the agency’s workforce to labor. 

 
   4. Areas of under-utilization are identified. Goals, objectives, action 

steps, and timetables have been developed to correct these under-
utilizations and revised to reflect progress. 
 

   5. The AA plan is evaluated and updated at regularly specified intervals  
to reflect progress. At what intervals?:   
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XII.  Inventory Control: 

   A. The Department’s computerized inventory reconciles with items on site.
 
 
   XIII.  Fiscal Policies and Control: 

   A. The agency fiscal year covers the following time period:  

   B. The agency tracks interest earned on advances. 

   C. The agency remits such interest, at least quarterly, to the Department. 

   D. A system to compare actual vs. budgeted expenditures is in place.

   E. Monthly reports of budgeted and actual expenditures are reviewed and 
approved. 
 

   F. Allocating administrative and/or indirect costs charged to the program has a 
valid methodology. 
 

   1.  Cost allocation plan is current.

   2.  Supporting documentation is available.

   3.  WIC and/or MCH funds pay for a vehicle lease arrangement. 
   4.  The terms of the lease comply with federal policies. 

 
   G. Agency personnel perform all accounting functions. 

   H. MCH billing procedures for third party payers and other funding sources are 
in place. 

   I. MCH and FP programs have a sliding fee scale. 
 

   J. Patient bills show total cost of services and fees based on the sliding fee 
scale, as applicable. 

   K. Sliding fee scale is applied after payment from other sources is received. 
   L. The methodology for deferring fees meets program requirements. 

 
   XIV.  Time Records: 

   A. Continuous daily time studies are maintained. 

   B. Time records allow reporting for more than one program.  

   C. Time records accurately reflect total distribution of work time. 

   D. Time studies and payroll records balance.  

   E. All agency personnel keep time records. 

   F. Time records are maintained, signed, and utilize a dual verification system.  
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   XV.  Expenditures and Documentation: 

   A. External, agency-wide audit is conducted annually. 

   B. Date of last Department fiscal audit:  

   C. Chart of accounts is current. 

 

   D. Monthly expenditure reports are prepared, signed properly, and submitted 
to the Department. 

   E. Expenditures are within contractual and budgeted parameters. 

   F. Monthly expense reports and agency ledgers match. 

   G. All prior approval budget revisions have been submitted to the Department. 

 

   XVI:  Inventory Control 

   A. WIC’s infant formula sample inventory and/or issue log is maintained in a 

current and accurate manner. 

   B. A specified person has been named as responsible for maintaining the log. 

 
XVII.  In the exit interview, recommendations and requirements from this review were orally 

presented to management staff of: 

 

 

 

 

Requirements 

 

 

 

 

 

Recommendations 
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To assist with your planning for the On-Site Review, this listing of documents should be 
available during the review: 
 Current table(s) of organization 
 Administrate and personnel policies and procedures 
 Verification of current licensure status of professional staff 
 Current job descriptions for each budgeted position 
 Current salary schedule 
 Employee performance evaluation form 
 Employment application form 
 Time sheets/time studies 
 Affirmative action plan 
 Verification of compliance with OSHA bloodborne pathogens standards and the 

Americans with Disabilities Act of 1990 
 Clinic site accessibility evaluation documentation  
 Equipment inventory list and procedures 
 Fiscal policies and procedures 
 Fiscal records, chart of accounts, and support documentation 
 Contract and budget file 
 Vehicle lease agreement  
 Contracts and agreements with other providers or agencies 
 Rent leases/agreements and space cost allocation plan  
 Cost allocation plan for shared costs 
 MCH/FP sliding fee, billing, collection and bad debt policies 
 Documentation of compliance with requirements of previous reviews. 
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Iowa Department of Public Health Family Planning Program 

Delegate Agency Medical Directors 
 

 
 
 

ALLEN MEMORIAL HOSPITAL, WOMEN’S HEALTH DEPARTMENT 
        Bilal Kaaki, MD 

 
NEW OPPORTUNITIES, INC. 
Michelle Heim, DO 
 
CRAWFORD COUNTY HOME HEALTH AGENCY 
Roger A. Davidson, MD 
 
NORTH IOWA COMMUNITY ACTION 
Rebecca Jenkins, DO 
 
NORTHEAST IOWA COMMUNITY ACTION 

     Steven Perkins, DO 
 
ST. LUKE’S HOSPITAL, FAMILY HEALTH CENTER 
Anita Simison, MD 
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 January 2013 

Iowa Department of Public Health 
Family Planning Medical Advisory Committee 

Member List 
 

Name Agency Address Email Phone  
James K Olson, MD 
 

OB- Gyn Associates 855 A Ave. NE 
Cedar Rapids, Iowa 

JKOlson@ob-gynassoc.com  319-368-5500 

Erin Krull RN 
 

North Iowa Comm. 
Action 

100 1st Street NW 
Mason City, IA 50401 

ekrull@nicao-online.org 
 

641-423-5044 Ext. 33 

Kim Fineran RN Crawford County 1213 Garfield Avenue 
Harlan, IA 51537 

hccmsdirector@frontiernet.net 712-263-3303 

Anna Cowles. ARNP Northeast Iowa 
Community Action 

PO Box 487 
305 Montgomery  
Decorah, IA 52101 

acowles@neicac.org 563-382-8436 

Jean Hoy, ARNP Allen Women’s Health 233 Vold Drive 
Waterloo, Iowa 50703 

Jean.Hoy@Unitypoint.org  319-235-5098 

Judy Anderson Brunner, 
ARNP 

St. Luke’s Family 
Health 

4251 River Center Ct, NE 
Cedar Rapids, IA 52402  

andersjk@crstlukes.com  319-369-7416 

Wanda Besco, ARNP Southern IA Family 
Planning 

228 East 2nd Street 
Ottumwa, IA  52501 

wbesco@lisco.com 641-682-9955 

Vickie Steffes, RN Comm Opps/New Opps 23751 Hwy 30 
PO Box 427 
Carroll, IA  51401 

vsteffes@newopp.org  712-792-9266  
Ext 201 

Diane Petsche, RN IDPH Staff 321 East 12th Street 
Des Moines, IA 50319 

Diane.petsche@idph.iowa.gov  515-242-5980 

Stephanie Trusty, RN IDPH staff 321 East 12th Street 
Des Moines, IA 50319 

stephanie.trusty@idph.iowa.gov 515-281-4731 

Denise Wheeler, MS, ARNP 
 

FP Coordinator 
IDPH 

321 East 12th Street 
Des Moines, Iowa 50319 

denise.wheeler@idph.iowa.gov 515-281-4907 

 
  



 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
Location of Maternal Health Services 2011 

1. Allen Memorial Hospital   
Women’s Health Center  
233 Vold Drive  
Waterloo, IA 50703  
(319) 235-5090 

2. American Home Finding Association 
    123  East 3rd Suite 201 
    Ottumwa, IA  52501 
    (641) 682-8784   (800) 452-1098 

 

3. Crawford County Home Health, Hospice, & PH 
    105 North Main Street 
    Denison, IA  51442 
    (712) 263-3303 
 

4. Family Inc. 
    3501 Harry Langdon Blvd. Suite 150 
    Council Bluffs, IA  51503 
    (712) 256-9566 

5. Hawkeye Area Community Action Program, Inc. 
    1515 Hawkeye Drive 
    Hiawatha, IA  52233 
    (319) 393-7811 

6.  Hillcrest Family Services 
      220 W. 7th Street  
      Dubuque, IA 52001 
      (563) 589-8595 

7. Johnson County Public Health 
855 South Dubuque Street, Suite 217 
Iowa City, IA  52240 
(319) 356-6040  

 

 

8. Lee County Health Department 
2218 Avenue H 
Ft. Madison, IA  52627 
(319) 372-5225  (800) 458-6672 

9.   Marion County Public Health 
       104 South Sixth Street; P.O. Box 152 
       Knoxville, IA  50138 
       (641) 828-2238 
 

10.   MATURA Action Corporation 
       203 West Adams Street 
       Creston, IA  50801 
       (641) 782-8431 

11.  Mid-Iowa Community Action, Inc. 
1001 South 18th Avenue 
 Marshalltown, IA  50158 
 (641) 752-7162   

12.  Mid-Sioux Opportunity, Inc. 
418 South Marion Street 

       Remsen, IA  51050 
       (712) 786-2001   (800) 859-2025 

13.  New Opportunities, Inc. 
        23751 Hwy 30, P.O. Box 427 
        Carroll, IA  51401 
        (712) 792-9266    (800) 642-6330 

14.  North Iowa Community Action Organization 
        100  1st Street NW; Suite 200 
        Mason City, IA  50401 
        (641) 423-5044    (800) 657-5856 

15.  Siouxland District Health Department 
        1014 Nebraska Street 
        Sioux City, IA  51105 
        (712) 279-6119   (800) 587-3005 

16.  Taylor County Public Health  
        405 Jefferson Street 
        Bedford, IA  50833 
        (712) 523-3405  (800) 425-0051 

17.  Trinity Muscatine Public Health 
        1609 Cedar Street 
        Muscatine, IA  52761 
        (563) 263-0122 

18.  Visiting Nurse Services of Iowa 
        1111  9th Street, Suite 320 
        Des Moines, IA 50314 
       (515) 288-1516 

 
19.  Warren County Health Services 
       301 North Buxton;  Suite 203 
       Indianola, IA  50125 
       (515) 961-1074 

 
20.  Washington Co Public Health & Home Care 
      110 North Iowa Avenue, Suite 300 
       Washington, IA 52353 
      (319) 653-7758    (800) 655-7758 
 

21.  Webster County Health Department 
      330   1st Avenue North, Suite L-2 
      Fort Dodge, IA 50501 
      (515) 573-4107   (888) 289-3318 

   
 

 
 

 
2-14-2011 
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CHAPTER 74 

FAMILY PLANNING SERVICES 
 
641—74.1(135) Program explanation. 
 The Iowa department of public health is a designated agency to operate the family planning program 
pursuant to an agreement with the federal government. Congress authorized grants to assist in the 
establishment and operation of family planning projects which offer a broad range of acceptable and 
effective family planning methods, including natural family planning, infertility services and services to 
adolescents. The majority of the funding available is from the Title X, family planning services grant, 
administered by the United States Department of Health and Human Services (DHHS). The purpose of 
the program is to promote the health of persons of reproductive age and families by providing access to 
family planning and reproductive health promotion services. The department, bureau of family health, 
enters into contracts with selected private and public agencies within the department family planning 
service area for the provision of family planning services. A description of the department family planning 
service area can be obtained from the Chief, Bureau of Family Health, Department of Public Health, 
Lucas State Office Building, Des Moines, Iowa 50319-0075. The maternal and child health (MCH) 
advisory council assists in the development of the state plan for MCH, including children with special 
health care needs and family planning. The advisory council assists with the assessment of need, 
prioritization of services, establishment of objectives, and encouragement of public support for MCH and 
family planning programs. In addition, the advisory council advises the director regarding health and 
nutrition services for women and children supports the development of special projects and conferences 
and advocates for health and nutrition services for women and children. The director appoints the council 
membership. Membership shall include parents of and service providers for children with special health 
care needs. Council membership shall also include the chairs, or designees, of the department’s advisory 
committee for perinatal guidelines and the birth defects advisory committee to ensure coordination of 
each committee’s respective issues and priorities. The chair of the family services grantee committee or 
the designee of the chair may serve as an ex officio member of the council. 
 
641—74.2(135) Adoption by reference. 
 Federal regulations found at 42 CFR Subpart A, Part 59, and the Program Guidelines for Project 
Grants for Family Planning Services shall be the regulations governing the Iowa family planning program 
and are incorporated by reference herein.  Copies of the federal regulations adopted by reference are 
available from the Chief, Bureau of Family Health, Department of Public Health, Lucas State Office 
Building, Des Moines, Iowa 50319-0075. 
 
641—74.3(135) Rule coverage. 
 These rules cover the agencies that have a contract with the department to provide family planning 
services and receive funds from the department for that purpose. 
 
641—74.4(135) Definitions. 
 “Applicant” means a private nonprofit or public agency that seeks a contract with the department to 
provide family planning services and receives funds from the department for that purpose. 

 “Client” means an individual who receives family planning services through a contract agency. . 

 “Contract agency or contractor” means a private nonprofit or public agency within the department 
family planning service area that has a contract with the department to provide family planning services 
and receives funds from the department for that purpose. 

 “Department” means the Iowa department of public health. 

 “DHHS” means the United States Department of Health and Human Services. 

 “DIA” means the Iowa department of inspections and appeals. 

 “Director” means the director of the Iowa department of public health. 
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 “Family” means a group of two or more persons related by birth, marriage, or adoption or residing 
together. A pregnant woman is considered as two individuals when calculating the number of individuals 
in the family. If a pregnant woman is expecting multiple births, the family size is increased by the number 
expected in the multiple births. 

 “Family planning” means the promotion of reproductive and family health by the prevention of and 
planning for pregnancy, and reproductive health education. 

 “Health education” means services provided by a health professional to include teaching about 
normal anatomy and physiology, contraception, risk assessment, safety and injury prevention, signs or 
symptoms indicating need for medical care, and other anticipatory guidance topics. 

 “Health professional” means an individual who is licensed to provide health care or social services 
within their scope of practice. 

 “Health services” means services provided by family planning contract agencies. 

 “Medicaid” means the Medicaid program authorized by Title XIX of the Social Security Act and 
funded through the Iowa department of human services from DHHS. 

 “OMB” means the United States Department of the Treasury, Office of Management and Budget. 

 “Performance standards” means criteria or indicators of the quality of service provided or the 
capability of an agency to provide services in a cost-effective or efficient manner as defined in “Iowa 
Department of Public Health Family Planning Manual” and the federal regulations found at 42 CFR 
Subpart A, Part 59, and the Program Guidelines for Project Grants for Family Planning Services. 

 “Title X” means the federal requirements contained in 42 CFR Subpart A, Part 59, and the Program 
Guidelines for Project Grants for Family Planning Services. 

 “Title XX” means the combined federal and state dollars in the Social Services Block Grant allocated 
to pay for family planning services. 

 
641—74.5(135) Grant application procedures for contract agencies. 
 Notification of the availability of funds and grant application procedures will be provided in 
accordance with the department rules found in 641—Chapter 176. Eligible applicants include only private 
nonprofit or public agencies. Private nonprofit or public agencies seeking to provide Title X family 
planning center services shall file a letter of intent to make application to the department no later than 
April 1 of the competitive year. The request for proposals shall identify the project period and the contract 
period. Contract agencies are selected on the basis of the grant applications submitted to the department. 
In the case of competing applications, the contract will be awarded to the applicant that scores the 
highest number of points in the review. Copies of review criteria are available from the Chief, Bureau of 
Family Health, Department of Public Health, Lucas State Office Building, Des Moines, Iowa 50319-0075. 
All materials submitted as part of the grant application are considered public records in accordance with 
Iowa Code chapter 22, after a notice of award is made by the department. 
 
641—74.6(135) Funding levels for contract agencies. 
 The amount of funds available to each contract agency on an annual basis shall be determined by 
the department using a methodology based upon dollars available, number of clients enrolled, and 
selected needs criteria. 
 
641—74.7(135) Agency performance.  Contract agencies are required to provide services in 
accordance with these rules. 
 74.7(1) Performance standards. The department shall establish performance standards that contract 
agencies shall meet in the provision of public health services in addition to meeting all federal 
requirements. The performance standards for community-based agencies are published in the document 
“Iowa Department of Public Health Family Planning Manual.” Copies of the performance standards are 
available from the Chief, Bureau of Family Health, Department of Public Health, Lucas State Office 
Building, Des Moines, Iowa 50319-0075. Contract agencies that do not meet the performance standards 
shall not be eligible for continued funding as a family planning agency unless the contract agency has 
secured an exception. 
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 74.7(2) Contract agency review. The state agency shall review contract agency operations through 
use of reports and documents submitted, state-generated data reports, chart audits, on-site and clinic 
visits for evaluation and technical assistance. 
 74.7(3) Exception. An agency that does not meet a performance standard or fails to meet action 
plans as approved by the department may be granted an exception for up to one year in order to improve 
performance. Such an exception must be requested in writing. If granted, the approval for the exception 
will include the conditions necessary for the successful completion of the standard, a time frame, and 
additional reporting requirements. The procedures for applying for and approving an exception are 
outlined in the “Iowa Department of Public Health Family Planning Manual.” 
 
641—74.8(135) Reporting. 
 Contract agencies shall complete grant applications, a budget, expenditure reports, an annual 
progress report, a family planning annual report, and data forms in compliance with the terms of the 
contract. 
 
641—74.9(135) Fiscal management.  All contract agencies are required to meet certain fiscal 
management policies. 
 74.9(1) Last pay. Family planning grant funds are considered last pay. Title XIX, Title XX and 
other third parties are to be billed first if the client is covered by those sources. 
 74.9(2) Program income. Program income means gross income earned by the contractor from 
activities in which part or all of the cost is either borne as a direct cost by a grant or counted as a direct 
cost toward providing services. It includes but is not limited to such income in the form of Title XIX and 
Title XX fees for services, third-party reimbursements, client fees, and proceeds from sales of tangible 
personal or real property. Program income shall be used for allowable costs of the project. Program 
income shall be used prior to the use of funds received from the department. Excess program income 
may be retained to establish a three-month operating capital. Program income shall be used during the 
current fiscal year or the following fiscal year. Five percent of unobligated program income may be used 
by the contract agency  
For special purposes or projects provided such use furthers the mission of the family planning program 
and does not violate state rules or federal regulations governing the program. 
 74.9(3) Advances. A contract agency may request an advance up to one-sixth of its contract at the 
beginning of a contract year. The amount of any advance shall be deducted prior to the end of the fiscal 
year. 
 74.9(4) Subcontracts. Contract agencies may subcontract a portion of the project activity to another 
entity provided such subcontract is approved by the department. Subcontract agencies must follow the 
same rules, procedures, and policies as required of the contract agency by these rules and contract with 
the department. The contract agency is responsible for ensuring the compliance of the subcontract 
agency. Subcontract agencies may not subcontract these project activities with other entities. 
 
641—74.10(135) Audits. 
 Every two years, each contract agency shall undergo financial audit of the family planning program. 
The audit shall be conducted in compliance with OMB Circular A-133, Audits of States, Local 
Governments, and Non-Profit Organizations. Each audit shall cover all unaudited periods through the end 
of the previous grant year. The department’s audit guide should be followed to ensure an audit, which 
meets federal and state requirements. 
 
641—74.11(135) Denial, suspension, revocation, or reduction of contracts with 
contract agencies. 
 The department may deny, suspend, revoke, or reduce contracts with contract agencies in accord 
with applicable federal regulations or contractual relationships. Notice of such action shall be in writing. 
 
641—74.12(135) Right to appeal—contract agency.  Contract agencies may appeal denial 
of a contract or the suspension, revocation or reduction of an existing contract. 
 74.12(1) Appeal. The appeal shall be made in writing to the department within ten days of receipt of 
notification of the adverse action. Notice is to be addressed to the Director, Division of Community Health, 
Department of Public Health, Lucas State Office Building, Des Moines, Iowa 50319-0075. 
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 74.12(2) Contested case. Upon receipt of an appeal that meets contested case status, the appeal 
shall be forwarded within five working days to the DIA pursuant to the rules adopted by the DIA regarding 
the transmission of contested cases. The information upon which the adverse action is based and any 
additional information which may be provided by the aggrieved party shall also be provided to the DIA. 
 74.12(3) Hearing. Parties shall receive notice of the hearing in advance. The administrative law 
Judge shall schedule the time, place and date of the hearing so that the hearing is held as expeditiously 
as possible. The hearing shall be conducted according to the procedural rules of the DIA found in 481—
Chapter 10, Iowa Administrative Code. 
 74.12(4) Decision of administrative law judge. The administrative law judge’s decision shall be 
issued within 60 days from the date of request for hearing. When the administrative law judge makes a 
proposed decision and order, it shall be served by certified mail, return receipt requested, or delivered by 
personal service. That proposed decision and order then becomes the department’s final decision without 
further proceedings ten days after it is received by the aggrieved party unless an appeal to the director is 
taken as provided in subrule 76.17(5). 
 74.12(5) Appeal to the director. Any appeal to the director for review of the proposed decision and 
order of the administrative law judge shall be filed in writing and mailed to the director by certified mail, 
return receipt requested, or delivered by personal service within ten days after the receipt of the 
administrative law judge’s proposed decision and order by the aggrieved party. A copy of the appeal shall 
also be mailed to the administrative law judge. Any request for an appeal shall state the reason for 
appeal. 
 I74.12 (6) Record of hearing. Upon receipt of an appeal request, the administrative law judge shall 
prepare the record of the hearing for submission to the director. The record shall include the following:  
 a. All pleadings, motions and rules. 

 b. All evidence received or considered and all other submissions by recording or transcript. 

 c. A statement of all matters officially noticed. 

 d. All questions and offers of proof, objections and rulings thereon. 

 e. All proposed findings and exceptions. 

 f. The proposed decision and order of the administrative law judge. 
 74.12(7) Decision of director. An appeal to the director shall be based on the record made at the 
hearing. The decision and order of the director becomes the department’s final decision upon receipt by 
the aggrieved party and shall be delivered by certified mail, return receipt requested, or by personal 
service. 
 74.12(8) Exhausting administrative remedies. It is not necessary to file an application for a rehearing 
to exhaust administrative remedies when appealing to the director or the district court as provided in Iowa 
Code section 17A.19. The aggrieved party to the final decision of the department who has exhausted all 
administrative remedies may petition for judicial review of that action pursuant to Iowa Code chapter 17A. 
Petition for judicial review must be filed within 30 days after decision becomes final. 
 
 These rules are intended to implement Iowa Code section 135.11. 

[Filed 6/14/83, Notice 4/27/83—published 7/6/83, effective 8/10/83] 
[Filed emergency 7/1/86—published 7/16/86, effective 7/1/86]* 

[Filed emergency 9/19/86—published 10/8/86, effective 9/19/86] 
[Filed emergency 7/10/87—published 7/29/87, effective 7/10/87] 

[Filed 1/11/96, Notice 11/8/95—published 1/31/96, effective 3/6/96] 
[Filed 7/18/02, Notice 5/29/02—published 8/7/02, effective 9/11/02] 

*See IAB, Inspections and Appeals Department. 
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CHAPTER 7 
ADVANCED REGISTERED NURSE PRACTITIONERS 

[Prior to 8/26/87, Nursing Board [590] Ch 7] 

 
655—7.1 (152) Definitions. 
“Advanced registered nurse practitioner (ARNP)” means a nurse with current licensure as a 
registered nurse in Iowa or who is licensed in another state and recognized for licensure in this state 
pursuant to the nurse licensure compact contained in 2000 Iowa Acts, House File 2105, section 8, 
and is also registered in Iowa to practice in an advanced role. The ARNP is prepared for an 
advanced role by virtue of additional knowledge and skills gained through a formal advanced 
practice education program of nursing in a specialty area approved by the board. In the advanced 
role, the nurse practices nursing assessment, intervention, and management within the boundaries 
of the nurse-client relationship. Advanced nursing practice occurs in a variety of settings, within an 
interdisciplinary health care team, which provide for consultation, collaborative management, or 
referral. The ARNP may perform selected medically delegated functions when a collaborative 
practice agreement exists. 
 
“Basic nursing education” as used in this chapter is a nursing program that prepares a person for 
initial licensure to practice nursing as a registered nurse. 
 
“Board” as used in this chapter means Iowa board of nursing. 
 
“Certified clinical nurse specialist” is an ARNP prepared at the master’s level who possesses 
evidence of current advanced level certification as a clinical specialist in an area of nursing practice 
by a national professional nursing certifying body as approved by the board. 
 
“Certified nurse-midwife” is an ARNP educated in the disciplines of nursing and midwifery who 
possesses evidence of current advanced level certification by a national professional nursing 
certifying body approved by the board. The certified nurse-midwife is authorized to manage the care 
of normal newborns and women, antepartally, intrapartally, postpartally or gynecologically. 
 
“Certified nurse practitioner” is an ARNP educated in the disciplines of nursing who has 
advanced knowledge of nursing, physical and psychosocial assessment, appropriate interventions, 
and management of health care, and who possesses evidence of current certification by a national 
professional nursing certifying body approved by the board. 
 
“Certified registered nurse anesthetist” is an ARNP educated in the disciplines of nursing 
and anesthesia who possesses evidence of current advanced level certification or recertification, as 
applicable, by a national professional nursing certifying body approved by the board. 
 
“Collaboration” is the process whereby an ARNP and physician jointly manage the care of a client. 
 
“Collaborative practice agreement” means an ARNP and physician practicing together within the 
framework of their respective professional scopes of practice. This collaborative agreement reflects 
both independent and cooperative decision making and is based on the preparation and ability of 
each practitioner. 
 
“Consultation” is the process whereby an ARNP seeks the advice or opinion of a physician, 
pharmacist, or another member of the health care team. ARNPs practicing in a noninstitutional 
setting as sole practitioners, or in small clinical practice groups, shall regularly consult with a 
licensed physician or pharmacist regarding the distribution, storage, and appropriate use of 
controlled substances. 
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“Controlled substance” is a drug, substance, or immediate precursor in Schedules I through V of 
division II,  
 
655—7.2(152) General requirements for the advanced registered nurse practitioner. 
  
7.2(1) Specialty areas of nursing practice for the advanced registered nurse practitioner. The board 
derives its authority to define the educational and clinical experience that is necessary to practice at 
an advanced registered nurse practitioner level under the provisions of Iowa Code section 
152.1(6)“d.” 
The specialty areas of nursing practice for the advanced registered nurse practitioner which shall be 
considered as legally authorized by the board are as follows: 
a. Certified clinical nurse specialist. 
b. Certified nurse-midwife. 
c. Certified nurse practitioner. 
d. Certified registered nurse anesthetist. 
7.2(2) Supervision of fluoroscopy. An advanced registered nurse practitioner (ARNP) shall be 
permitted to provide direct supervision in the use of fluoroscopic X-ray equipment, pursuant to 
641—subrule 42.1(2), definition of “supervision.” 
a. The ARNP shall provide direct supervision of fluoroscopy pursuant to the following provisions: 
(1) Completion of an educational course including content in radiation physics, radiobiology, 
radiological safety and radiation management applicable to the use of fluoroscopy, and maintenance 
of documentation verifying successful completion. 
(2) Collaboration, as needed, as defined in rule 655—7.1(152). 
(3) Compliance with facility policies and procedures. 
b. The ARNP shall complete an annual radiological safety course whose content includes, but is 
not limited to, time, dose, distance, shielding and the effects of radiation. 
c. The ARNP shall maintain documentation of the initial educational course and all annual 
radiological safety updates. 
d. The initial and annual education requirements are subject to audit by the board pursuant to 
655—subrule 5.2(5). 
 
7.2(3) Titles and abbreviations. A registered nurse who has completed all requirements to practice 
as an advanced registered nurse practitioner and who is registered with the board to practice shall 
use the title advanced registered nurse practitioner (ARNP). Utilization of the title which denotes the 
specialty area is at the discretion of the advanced registered nurse practitioner. 
a. No person shall practice or advertise as or use the title of advanced registered nurse practitioner 
for any of the defined specialty areas unless the name, title and specialty area appear on the official 
record of the board and on the current license. 
b. No person shall use the abbreviation ARNP for any of the defined specialty areas or any other 
words, letters, signs or figures to indicate that the person is an advanced registered nurse 
practitioner unless the name, title and specialty area appears on the official record of the board and 
on the current license. 
c. Any person found to be practicing under the title of advanced registered nurse practitioner 
or using the abbreviation ARNP without being registered as defined in this subrule shall be subject to 
disciplinary action. 
 
 
7.2(4) General education and clinical requirements. 
a. The general educational and clinical requirements necessary for recognition by the board as a 
specialty area of nursing practice are as follows: 
(1) Graduation from a program leading to a master’s degree in a nursing clinical specialty area 
with preparation in specialized practitioner skills as approved by the board; or 
(2) Satisfactory completion of a formal advanced practice educational program of study in a 
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nursing specialty area approved by the board and appropriate clinical experience as approved by the 
board. 
b. Additional requirements. Nothing in this rule shall be construed to mean that additional general 
educational or clinical requirements cannot be defined in a specialty area. 
 
7.2(5) Application process. A registered nurse who wishes to practice as an advanced registered 
nurse practitioner shall submit the following to the office of the board: 
a. An advanced registered nurse practitioner application form which may be obtained from the 
office of the board. 
b. A registration fee as established by the board. 
c. A copy of the time-dated, advanced level certification by appropriate national certifying body 
evidencing that the applicant holds current certification in good standing; copy of official transcript 
directly from the formal advanced practice educational program maintaining the records necessary 
to document that all requirements have been met in one of the specialty areas of nursing practice as 
listed in subrule 7.2(1). The transcript shall verify the date of completion of the program/graduation 
and the degree conferred. A registered nurse may make application to practice in more than one 
specialty area of nursing practice. 
 
7.2(6) Initial registration. The executive director or a designee shall have the authority to determine 
if all requirements have been met for registration as an advanced registered nurse practitioner. If it 
has been determined that all requirements have been met: 
a. Official licensure records of the registered nurse shall denote registration as an advanced 
registered nurse practitioner as well as the specialty area(s) of nursing practice. 
b. The registered nurse shall be issued a registration card and a certificate to practice as an 
ARNP which clearly denotes the name, title, specialty area(s) of nursing practice, and expiration 
date of registration. The expiration date shall be based on the same period of licensure to practice 
as a registered nurse. 
 
7.2(7) Registration completion. The registered nurse shall complete the registration process within 
12 months of receipt of the application materials. The board reserves the right to destroy the 
documents after 12 months. 
 
7.2(8) Denial of registration. If it has been determined that all requirements have not been met, the 
registered nurse shall be notified in writing of the reason(s) for the decision. The applicant shall have 
the right of appeal to the Iowa board of nursing within 30 days of denial by the executive director or 
designee. 
 
7.2(9) Application process for renewal of registration. Renewal of registration for the advanced 
registered nurse practitioner shall be for the same period of licensure to practice as a registered 
nurse. The executive director or a designee shall have the authority to determine if all requirements 
have been met for renewal as an advanced registered nurse practitioner. A registered nurse who 
wishes to continue practice as an advanced registered nurse practitioner shall submit the following 
at least 30 days prior to the license expiration to the office of the Iowa board of nursing: 
a. Completed renewal application form. 
b. Renewal fee as outlined in rule 655—3.1(17A,147,152,272C), definition of “fees.” 
c. Documentation of current time-dated, advanced level certification by appropriate national 
certifying body. 
 
7.2(10) Continuing education requirements. Continuing education shall be met as required for 
certification by the relevant national certifying body, as outlined in 655—subrule 5.2(3), paragraph 
“e.”  
 
7.2(11) Denial of renewal registration. If it has been determined that all requirements have not 
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been met, the applicant shall be notified in writing of the reason(s) for the decision. Failure to obtain 
the renewal will result in termination of registration and of the right to practice in the advanced 
registered nurse practitioner specialty area(s). The applicant shall have the right of appeal to the 
Iowa board of nursing within 30 days of denial of the executive director or designee. 
 
7.2(12) Registration to practice as an advanced registered nurse practitioner restricted, revoked, 
or suspended. Rescinded IAB 12/29/99, effective 2/2/00. 
 
[ARC 7888B, IAB 7/1/09, effective 8/5/09] 
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CHAPTER 152 NURSING 
Enforcement, §147.87, 147.90, 147.92 Penalty, §147.86 Examining board, support staff exception; 
location and powers; see § 135.11A, 135.31 Utilization and cost control review committee; § 514F.1 

Authority of advanced registered nurse practitioner to prescribe drugs; limitations; see § 147.107 
 
 
“Accountability” means being obligated to answer for one’s acts, including the act of supervision. 
“Advanced registered nurse practitioner (ARNP)” means a nurse with current licensure as a 
registered nurse in Iowa or who is licensed in another state and recognized for licensure in this state 
pursuant to the nurse licensure compact contained in 2000 Iowa Acts, House File 2105, section 8, 
and is also registered in Iowa to practice in an advanced role. The ARNP is prepared for an 
advanced role by virtue of additional knowledge and skills gained through a formal advanced 
practice education program of nursing in a specialty area approved by the board. In the advanced 
role, the nurse practices nursing assessment, intervention, and management within the boundaries 
of the nurse-client relationship. 
Advanced nursing practice occurs in a variety of settings, within an interdisciplinary health care 
team, which provide for consultation, collaborative management, or referral. The ARNP may perform 
selected medically delegated functions when a collaborative practice agreement exists. 
“Basic nursing education” means a nursing program preparing a person for initial licensure to 
practice nursing as a registered nurse or licensed practical nurse. 
“Board” as used in this chapter means the Iowa board of nursing. 
“Certified clinical nurse specialist” means an ARNP prepared at the master’s level who possesses 
evidence of current certification as a clinical specialist in an area of nursing practice by a national 
professional nursing association as approved by the board. 
“Certified nurse-midwife” means an ARNP educated in the disciplines of nursing and midwifery 
who possesses evidence of current certification by a national professional nursing association 
approved by the board. The certified nurse-midwife is authorized to manage the care of normal 
newborns and women, antepartally, intrapartally, postpartally or gynecologically. 
“Certified nurse practitioner” means an ARNP educated in the disciplines of nursing who has 
advanced knowledge of nursing, physical and psychosocial assessment, appropriate interventions, 
and management of health care, and who possesses evidence of current certification by a national 
professional nursing association approved by the board. 
“Certified registered nurse anesthetist” means an ARNP educated in the disciplines of nursing and 
anesthesia who possesses evidence of current certification by a national professional nursing 
association approved by the board. 
“Competence in nursing” means having the knowledge and the ability to perform, skillfully and 
proficiently, the functions within the role of the licensed nurse. 
“Expanded intravenous therapy certification course” means the Iowa board of nursing course 
required for licensed practical nurses to perform procedures related to the expanded scope of 
practice of intravenous therapy. 
“Midline catheter” means a long peripheral catheter in which the distal end resides in the mid to 
upper arm, but the tip terminates no further than the axilla. 
“Minimum standards” means standards of practice that interpret the legal definition of nursing as 
well as provide criteria against which violations of the law can be determined. 
“Nursing diagnosis” means a judgment made by a registered nurse, following a nursing assessment 
of individuals and groups about actual or potential responses to health problems, which forms the 
basis for determining effective nursing interventions. 
“Nursing facility” means an institution as defined in Iowa Code chapter 135C. This definition does 
not include acute care settings. 
“Nursing process” means ongoing assessment, nursing diagnosis, planning, intervention, and 
evaluation. 



APPENDIX 14 

 

“Peripheral intravenous catheter” means a catheter three inches or less in length. 
“Peripherally inserted central catheter” means a soft flexible central venous catheter inserted into 
an extremity and advanced until the tip is positioned in the vena cava. 
“Proximate area” means that the registered nurse analyzes the qualifications of the licensed practical 
nurse in relationship to nursing needs of the client in determining the appropriate distance within the 
building and the time necessary to be readily available to the licensed practical nurse. 
“Unlicensed assistive personnel” is an individual who is trained to function in an assistive role to 
the registered nurse and licensed practical nurse in the provision of nursing care activities as 
delegated by the registered nurse or licensed practical nurse. 
This rule is intended to implement Iowa Code chapter 152. 
 
655—6.2 (152) Minimum standards of nursing practice for registered nurses. 
6.2(1) The registered nurse shall recognize and understand the legal implications within the scope of 
nursing practice. The scope of nursing practice considered to be minimum standards of nursing 
practice shall not be interpreted to include those practices currently ascribed to the advanced 
registered nurse practitioner. 
6.2(2) The registered nurse shall utilize the nursing process in the practice of nursing, consistent 
with accepted and prevailing practice. The nursing process is ongoing and includes: 
a. Nursing assessments about the health status of an individual or group. 
b. Formulation of a nursing diagnosis based on analysis of the data from the nursing assessment. 
c. Planning of nursing care which includes determining goals and priorities for actions which are 
based on the nursing diagnosis. 
d. Nursing interventions implementing the plan of care. 
e. Evaluation of the individual’s or group’s status in relation to established goals and the plan of 
care. 
6.2(3) The registered nurse shall conduct nursing practice by respecting the rights of an individual 
or group. 
6.2(4) The registered nurse shall conduct nursing practice by respecting the confidentiality of an 
individual or group, unless obligated to disclose under proper authorization or legal compulsion. 
6.2(5) The registered nurse shall recognize and understand the legal implications of accountability. 
Accountability includes but need not be limited to the following: 
a. Performing or supervising those activities and functions which require the knowledge and skill 
level currently ascribed to the registered nurse and seeking assistance when activities and functions 
are beyond the licensee’s scope of preparation. 
b. Assigning and supervising persons performing those activities and functions which do not 
require the knowledge and skill level currently ascribed to the registered nurse. 
c. Using professional judgment in assigning and delegating activities and functions to unlicensed 
assistive personnel. Activities and functions which are beyond the scope of practice of the licensed 
practical nurse may not be delegated to unlicensed assistive personnel. For the purposes of this 
paragraph, “unlicensed assistive personnel” does not include certified emergency medical services 
personnel authorized under Iowa Code chapter 147A performing nonlifesaving procedures for which 
those individuals have been certified and which are designated in a written job description, after the 
patient is observed by a registered nurse. 
d. Supervising, among other things, includes any or all of the following: 
(1) Direct observation of a function or activity. 
(2) Assumption of overall responsibility for assessing, planning, implementing, and evaluating 
nursing care. 
(3) Delegation of nursing tasks while retaining accountability. 
(4) Determination that nursing care being provided is adequate and delivered appropriately. 
e. Executing the regimen prescribed by a physician. In executing the medical regimen as 
prescribed by the physician, the registered nurse shall exercise professional judgment in accordance 



APPENDIX 14 

 

with minimum standards of nursing practice as defined in these rules. If the medical regimen 
prescribed by the physician is not carried out, based on the registered nurse’s professional 
judgment, accountability shall include but need not be limited to the following: 
(1) Timely notification of the physician who prescribed the medical regimen that the order(s) was 
not executed and reason(s) for same. 
(2) Documentation on the medical record that the physician was notified and reason(s) for not 
executing the order(s). 
Ch 6, p.2 IAC 
f. Wearing identification which clearly identifies the nurse as a registered nurse when providing 
direct patient care unless wearing identification creates a safety or health risk for either the nurse or 
the patient. 
 
655—6.3 (152) Minimum standards of practice for licensed practical nurses. 
6.3(1) The licensed practical nurse shall recognize and understand the legal implications within 
the scope of nursing practice. The licensed practical nurse shall perform services in the provision of 
supportive or restorative care under the supervision of a registered nurse or physician as defined in 
the Iowa Code. 
6.3(2) The licensed practical nurse shall participate in the nursing process, consistent with accepted 
and prevailing practice, by assisting the registered nurse or physician. The licensed practical nurse 
may assist the registered nurse in monitoring, observing and reporting reactions to therapy. 
6.3(3) The licensed practical nurse shall not perform any activity requiring the knowledge and skill 
ascribed to the registered nurse, including: 
a. The initiation of or assessment related to procedures/therapies requiring the knowledge or skill 
level ascribed to the registered nurse. 
b. The initiation of intravenous solutions, intravenous medications and blood components. 
c. The administration of medicated intravenous solutions, intravenous medications and blood 
components. 
d. The initiation or administration of medications requiring the knowledge or skill level currently 
ascribed to the registered nurse. 
6.3(4) A licensed practical nurse, under the supervision of a registered nurse, may engage in the 
limited scope of practice of intravenous therapy. The licensed practical nurse shall be educated and 
have documentation of competency in the limited scope of practice of intravenous therapy. Limited 
scope of practice of intravenous therapy may include: 
a. Addition of intravenous solutions without adding medications to established peripheral 
intravenous sites. 
b. Regulation of the rate of nonmedicated intravenous solutions to established peripheral 
intravenous sites. 
c. Administration of maintenance doses of analgesics via the patient-controlled analgesia pump 
set at a lock-out interval to established peripheral intravenous sites. 
d. Discontinuation of peripheral intravenous therapy. 
e. Administration of a prefilled heparin or saline syringe flush, prepackaged by the manufacturer 
or premixed and labeled by a registered pharmacist or registered nurse, to an established peripheral 
lock, in a licensed hospital, a nursing facility or a certified end-stage renal dialysis unit. 
6.3(5) When nursing tasks are delegated by the registered nurse to the licensed practical nurse in 
a certified end-stage renal dialysis unit, the facility must have a written policy that defines the 
practice and written verification of the education and competency of the licensed practical nurse in 
accordance with the facility’s written policy. Nursing tasks which may be delegated to the licensed 
practical nurse for the sole purpose of hemodialysis treatment include: 
a. Initiation and discontinuation of the hemodialysis treatment utilizing any of the following 
established vascular accesses: central line catheter, arteriovenous fistula, graft. 
b. Administration, during hemodialysis treatment, of local anesthetic prior to cannulation of the 
vascular access site. 
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c. Administration of prescribed dosages of heparin solution or saline solution utilized in the 
initiation and discontinuation of hemodialysis. 
d. Administration, during hemodialysis treatment via the extracorporeal circuit, of the routine 
intravenous medications erythropoietin, Vitamin D Analog, intravenous antibiotic solutions 
prepackaged by the manufacturer or premixed and labeled by a registered pharmacist or registered 
nurse, and iron, excluding any iron preparation that requires a test dose. The registered nurse shall 
administer the first dose of erythopoietin, Vitamin D Analog, antibiotics, and iron. 
6.3(6) The licensed practical nurse may provide nursing care in an acute care setting. When the 
nursing care provided by the licensed practical nurse in an acute care setting requires the 
knowledge and skill level currently ascribed to the registered nurse, a registered nurse or physician 
must be present in the proximate area. Acute care settings requiring the knowledge and skill 
ascribed to the registered nurse include, but are not limited to: 
a. Units where care of the unstable, critically ill, or critically injured individual is provided. 
b. General medical-surgical units. 
c. Emergency departments. 
d. Operating rooms. (A licensed practical nurse may assist with circulating duties when 
supervised by a registered nurse circulating in the same room.) 
e. Postanesthesia recovery units. 
f. Hemodialysis units. 
g. Labor and delivery/birthing units. 
h. Mental health units. 
6.3(7) The licensed practical nurse may provide nursing care in a non-acute care setting. When the 
nursing care provided by the licensed practical nurse in a non-acute care setting requires the 
knowledge and skill level currently ascribed to the registered nurse, the registered nurse or physician 
must be present in the proximate area. The non-acute care settings requiring the knowledge and 
skill level ascribed to the registered nurse include, but are not limited to: 
a. Community health. (Subrules 6.6(1) and 6.6(4) are exceptions to the “proximate area” 
requirement.) 
b. School nursing. (Subrules 6.6(2) and 6.6(3) are exceptions to the “proximate area” 
requirement.) 
c. Occupational nursing. 
d. Correctional facilities. 
e. Community mental health nursing. 
6.3(8) The licensed practical nurse shall conduct nursing practice by respecting the rights of an 
individual or group. 
6.3(9) The licensed practical nurse shall conduct nursing practice by respecting the confidentiality 
of an individual or group, unless obligated to disclose under proper authorization or legal 
compulsion. 
6.3(10) The licensed practical nurse shall recognize and understand the legal implications of 
accountability. Accountability includes but need not be limited to the following: 
a. Performing those activities and functions which require the knowledge and skill level currently 
ascribed to the licensed practical nurse and seeking assistance when activities and functions are 
beyond the licensee’s scope of preparation. 
b. Accepting responsibility for performing assigned and delegated functions and informing the 
registered nurse when assigned and delegated functions are not executed. 
c. Executing the medical regimen prescribed by a physician. In executing the medical 
regimen as prescribed by the physician, the licensed practical nurse shall exercise prudent judgment 
in accordance with minimum standards of nursing practice as defined in these rules. If the medical 
regimen prescribed by the physician is not carried out based on the licensed practical nurse’s 
prudent judgment, accountability shall include but need not be limited to the following: 
(1) Timely notification of the physician who prescribed the medical regimen that said order(s) 
was not executed and reason(s) for same. 
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(2) Documentation on the medical record that the physician was notified and reason(s) for not 
executing the order(s). 
d. Wearing identification which clearly identifies the nurse as a licensed practical nurse when 
providing direct patient care unless wearing identification creates a safety or health risk for either the 
nurse or the patient. 
This rule is intended to implement Iowa Code chapters 152 and 152E. 
 
655—6.4(152) Additional acts which may be performed by registered nurses. 
6.4(1) A registered nurse shall be permitted to practice as a diagnostic radiographer while under 
the supervision of a licensed practitioner provided that appropriate training standards for use of 
radiation-emitting equipment are met as outlined in 641—42.1(136C). 
6.4(2) A registered nurse, licensed pursuant to Iowa Code chapter 152, may staff an authorized 
ambulance, rescue, or first response service provided the registered nurse can document 
equivalency through education and additional skills training essential in the delivery of out-of-hospital 
emergency care. The equivalency shall be accepted when documentation has been reviewed and 
approved at the local level by the medical director of the ambulance, rescue, or first response 
service in accordance with the form adopted by the Iowa department of public health bureau of 
emergency medical services. An exception to this subrule is the registered nurse who accompanies 
and is responsible for a transfer patient. 
This rule is intended to implement Iowa Code section 147A.12 and chapters 136C and 152. 
655—6.5 (152) Additional acts which may be performed by licensed practical nurses. 
6.5(1) A licensed practical nurse shall be permitted to supervise unlicensed assistive personnel 
under the provisions of Iowa Code section 152.1(4)“b.” 
a. Supervision, among other things, includes any or all of the following: 
(1) Direct observation of a function or activity. 
(2) Delegation of nursing tasks while retaining accountability. 
(3) Determination that nursing care being provided is adequate and delivered appropriately. 
b. Supervision shall be in accordance with the following: 
(1) A licensed practical nurse working under the supervision of a registered nurse shall be 
permitted to supervise in an intermediate care facility for the mentally retarded or in a residential 
health care setting. 
(2) A licensed practical nurse working under the supervision of a registered nurse shall be permitted 
to supervise in a nursing facility. 
The licensed practical nurse shall be required to complete a curriculum which has been approved 
by the board and designed specifically for the supervision role of the licensed practical nurse in a 
nursing facility. The course must be presented by a board-approved nursing program or an approved 
provider of continuing education. Documentation of the completion of the curriculum as outlined in 
this subparagraph shall be maintained by the licensed practical nurse. 
(3) A licensed practical nurse shall be entitled to supervise without the educational requirement 
outlined in subparagraph 6.5(1)“b”(2) if the licensed practical nurse was performing in a supervisory 
role on or before October 6, 1982. The licensed practical nurse being employed in a supervisory role 
after the enactment of these rules shall complete the curriculum outlined in subparagraph 
6.5(1)“b”(2) within six months of employment. 
(4) A licensed practical nurse working under the supervision of a registered nurse may direct the 
activities of other licensed practical nurses and unlicensed assistive personnel in an acute care 
setting in giving care to individuals assigned to the licensed practical nurse. The registered nurse 
must be in the proximate area. 
6.5(2) A licensed practical nurse shall be permitted to practice as a diagnostic radiographer while 
under the supervision of a licensed practitioner provided that appropriate training standards for use 
of radiation-emitting equipment are met as outlined in 641—42.1(136C). 
6.5(3) A licensed practical nurse shall be permitted to perform, in addition to the functions set 
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forth in subrule 6.3(4), procedures related to the expanded scope of practice of intravenous therapy 
upon completion of the board-approved expanded intravenous therapy certification course. 
6.5(4) To be eligible to enroll in the course, the licensed practical nurse shall: 
a. Hold a current unrestricted Iowa license or an unrestricted license in another state recognized 
for licensure in this state pursuant to the nurse licensure compact contained in Iowa Code chapter 
152E. 
b. Have documentation of 1040 hours of practice as a licensed practical nurse. 
c. Be practicing in a licensed hospital, a nursing facility or a certified end-stage renal dialysis unit 
whose policies allow the licensed practical nurse to perform procedures related to the expanded 
scope of practice of intravenous therapy. 
6.5(5) The course must be offered by an approved Iowa board of nursing provider of nursing 
continuing education. Documentation of course completion shall be maintained by the licensed 
practical nurse and employer. 
6.5(6) The board-approved course shall incorporate the responsibilities of the licensed practical 
nurse when providing intravenous therapy via a peripheral intravenous catheter, a midline catheter 
and a peripherally inserted central catheter (PICC) to children, adults and elderly adults. When 
providing intravenous therapy, the LPN shall be under the supervision of a registered nurse. 
Procedures which may be performed if delegated by the registered nurse are as follows: 
a. Initiation of a peripheral intravenous catheter for continuous or intermittent therapy using a 
catheter not to exceed three inches in length. 
b. Administration, via a peripheral intravenous catheter, midline catheter, and a PICC line, of 
premixed electrolyte solutions or premixed vitamin solutions. The first dose shall be administered by 
the registered nurse. The solutions must be prepackaged by the manufacturer or premixed and 
labeled by a registered pharmacist or registered nurse. 
c. Administration, via a peripheral intravenous catheter, midline catheter, and a PICC line, of 
solutions containing potassium chloride that do not exceed 40 meq per liter and that do not exceed a 
dose of 10 meq per hour. The first dose shall be administered by the registered nurse. The solutions 
must be prepackaged by the manufacturer or premixed and labeled by a registered pharmacist or 
registered nurse. 
d. Administration, via a peripheral intravenous catheter, midline catheter, and a PICC line, of 
intravenous antibiotic solutions prepackaged by the manufacturer or premixed and labeled by a 
registered pharmacist or registered nurse. The first dose shall be administered by the registered 
nurse. 
e. Maintenance of the patency of a peripheral intravenous catheter, midline catheter, and a PICC 
line with a prefilled heparin or saline syringe flush, prepackaged by the manufacturer or premixed by 
a registered pharmacist or registered nurse. 
f. Changing the dressing of a midline catheter and a PICC line per sterile technique. 
6.5(7) Procedures which shall not be delegated by the registered nurse to the licensed practical n 
nurse are as follows: 
a. Initiation and discontinuation of a midline catheter or a peripherally inserted central catheter 
(PICC). 
b. Administration of medication by bolus or IV push except maintenance doses of analgesics via 
a patient-controlled analgesia pump set at a lock-out interval. 
c. Administration of blood and blood products, vasodilators, vasopressors, oxytoxics, 
chemotherapy, colloid therapy, total parenteral nutrition, anticoagulants, antiarrhythmics, 
thrombolytics, and solutions with a total osmolarity of 600 or greater. 
d. Provision of intravenous therapy to a client under the age of 12 or any client weighing less 
than 80 pounds, with the exception of those activities authorized in the limited scope of practice 
found in subrule 6.3(4). 
e. Provision of intravenous therapy in any other setting except a licensed hospital, a nursing 
facility and a certified end-stage renal dialysis unit, with the exception of those activities authorized in 
the limited scope of practice found in subrule 6.3(4). 
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This rule is intended to implement Iowa Code chapters 136C and 152. 
 
655—6.6 (152) Specific nursing practice for licensed practical nurses. 
6.6(1) The licensed practical nurse shall be permitted to provide supportive and restorative care in 
the home setting under the supervision of a registered nurse, as defined in subrule 6.2(5), or a 
physician. When the licensed practical nurse provides care under the supervision of the registered 
nurse, the initial assessment and ongoing application of the nursing process shall be provided by the 
registered nurse. 
6.6(2) The licensed practical nurse shall be permitted to provide supportive and restorative care 
to a specific student in the school setting in accordance with the student’s health plan when under 
the supervision of and as delegated by the registered nurse employed by the school district. 
6.6(3) The licensed practical nurse shall be permitted to provide supportive and restorative care 
in a Head Start program under the supervision of a registered nurse, as defined in subrule 6.2(5), or 
a physician if the licensed practical nurse were in this position prior to July 1, 1985. 
6.6(4) The licensed practical nurse shall be permitted to provide supportive and restorative care in 
a camp setting under the supervision of a registered nurse, as defined in subrule 6.2(5), or a 
physician. When the licensed practical nurse provides care under the supervision of the registered 
nurse, the initial assessment and ongoing application of the nursing process are performed by the 
registered nurse. The licensed practical nurse is responsible for requesting registered nurse 
consultation as needed. 
6.6(5) The licensed practical nurse shall be permitted to provide supportive and restorative care in 
a county jail facility or municipal holding facility operating under the authority provided by Iowa Code 
chapter 356. The supportive and restorative care provided by the licensed practical nurse in such 
facilities shall be performed under the supervision of a registered nurse, as defined in subrule 6.2(5). 
The registered nurse shall perform the initial assessment and ongoing application of the nursing 
process. The registered nurse shall be available 24 hours per day by teleconferencing equipment, 
and the time necessary to be readily available on site to the licensed practical nurse shall be no 
greater than ten minutes. This exception to the proximate area requirement is limited to a county jail 
facility or municipal holding facility operating under the authority of Iowa Code chapter 356 and shall 
not apply in any other correctional facility. 
6.6(6) The licensed practical nurse shall be permitted to conduct height, weight and hemoglobin 
screening and record responses to health questions asked in a standardized questionnaire under 
the supervision of a registered nurse in a Women, Infants and Children (WIC) clinic. A registered 
nurse employed by or under contract to the WIC agency will assess the competency of the licensed 
practical nurse to perform these functions and will be available for consultation. The licensed 
practical nurse is responsible for performing under the scope of practice for licensed practical nurses 
and requesting registered nurse consultation as needed. This exception to the proximate area 
requirement is limited to WIC clinics and to the services permitted in this subrule. 
This rule is intended to implement Iowa Code sections 17A.3 and 152.1. 
655—6.7(152) Specific nursing practice for registered nurses. A registered nurse, while 
circulating 
in the operating room, shall provide supervision only to persons in the same operating room. 
This rule is intended to implement Iowa Code section 152.1. 
 
152.4 Appropriations. 
The board may apply appropriated funds to:  
 1. The administration and enforcement of the provisions of this chapter and of chapter 147.  
 2. The elevation of the standards of the schools of nursing.  
 3. The promotion of educational and professional standards of nurses in this state.  
Section History: Early form 
[C35, § 2537-g3; C39, § 2537.3; C46, 50, 54, 58, 62, 66, 71, 73, 75, § 147.107; C77, 79, 81, § 152.4]  
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152.5 Education programs. 
 1.  All programs preparing a person to be a registered nurse or a licensed practical nurse shall be 
approved by the board. The board shall not recognize a program unless it:  
 a.  Is of recognized standing.  
 b.  Has provisions for adequate physical and clinical facilities and other resources with which to 
conduct a sound education program.  
 c.  Requires, for graduation of a registered nurse applicant, the completion of at least a two 
academic year course of study.  
 d.  Requires, for graduation of a licensed practical nurse applicant, the completion of at least a one 
academic year course of study as prescribed by the board.  
 2.  All advanced formal academic nursing education programs shall also be approved by the board.  
Section History: Early form 
[S13, § 2575-a29; C24, 27, 31, 35, 39, § 2564; C46, 50, 54, 58, 62, 66, 71, 73, 75, § 152.4; C77, 79, 81, 
§ 152.5]  
Section History: Recent form 
95 Acts, ch 79, § 1  
Internal References 
Referred to in § 152.7  
 
 
152.6 Licenses--professional abbreviations. 
 The board may license a natural person to practice as a registered nurse or as a licensed practical 
nurse. However, only a person currently licensed as a registered nurse in this state may use that title and 
the abbreviation "RN" after the person's name and only a person currently licensed as a licensed practical 
nurse in this state may use that title and the abbreviation "LPN" after the person's name. For purposes of 
this section, "currently licensed" includes persons licensed in another state and recognized for licensure 
in this state pursuant to the nurse licensure compact contained in section 152E.1.  
Section History: Early form 
[C50, 54, 58, 62, 66, 71, 73, 75, § 152.5; C77, 79, 81, § 152.6]  
Section History: Recent form 
2000 Acts, ch 1008, §4  
 
 
152.7 Applicant qualifications. 
 In addition to the provisions of section 147.3, an applicant to be licensed for the practice of nursing 
shall have the following qualifications:  
 1. Be a graduate of an accredited high school or the equivalent.  
 2. Pass an examination as prescribed by the board.  
 3. Complete a course of study approved by the board pursuant to section 152.5.  
 For purposes of licensure pursuant to the nurse licensure compact contained in section 152E.1, the 
compact administrator may refuse to accept a change in the qualifications for licensure as a registered 
nurse or as a licensed practical or vocational nurse by a licensing authority in another state which is a 
party to the compact which substantially modifies that state's qualifications for licensure in effect on July 
1, 2000. A refusal to accept a change in a party state's qualifications for licensure may result in submitting 
the issue to an arbitration panel or in withdrawal from the compact, at the discretion of the compact 
administrator.  
Section History: Early form 
[S13, § 2575-a29, -a30; C24, 27, 31, 35, 39, § 2563; C46, 50, 54, 58, 62, 66, 71, 73, 75, § 152.3; C77, 
79, 81, § 152.7]  
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Section History: Recent form 
95 Acts, ch 79, § 2; 2000 Acts, ch 1008, §5; 2000 Acts, ch 1140, §37; 2000 Acts, ch 1232, §50  
Internal References 
Referred to in § 152.8  
 
 
152.8 Reciprocity. 
 Notwithstanding the provisions of sections 147.44 through 147.54, the following shall apply 
regarding applicants for nurse licensure possessing a license from another state:  
 1. A license possessed by an applicant from a state which has not adopted the nurse licensure 
compact contained in section 152E.1 shall be recognized by the board under conditions specified which 
indicate that the licensee meets all the qualifications required under section 152.7. If a foreign license is 
recognized, the board may issue a license by endorsement without an examination being required. 
Recognition shall be based on whether the foreign licensee is qualified to practice nursing. The board 
may issue a temporary license to a natural person who has completed the requirements of and applied 
for licensure by endorsement. The board shall determine the length of time a temporary license shall 
remain effective.  
 2. A license possessed by an applicant and issued by a state which has adopted the nurse licensure 
compact contained in section 152E.1 shall be recognized pursuant to the provisions of that section.  
Section History: Early form 
[C35, § 2537-g3; C39, § 2537.3; C46, 50, 54, 58, 62, § 147.107; C66, 71, 73, 75, § 147.107, 152.7; C77, 
79, 81, § 152.8] 
Section History: Recent form 
2000 Acts, ch 1008, §6  
 
 
152.9 Temporary license. 
 The board may issue a temporary license to a natural person who has completed the requirements 
of and applied for licensure by endorsement. The board shall determine the length of time a temporary 
license shall remain effective.  
Section History: Early form 
[C77, 79, 81, § 152.9]  
Section History: Recent form 
94 Acts, ch 1123, §1  
 
152.10 License revocation or suspension. 
 1. Notwithstanding sections 147.87 to 147.89 and in addition to the provisions of sections 147.58 to 
147.71, the board may restrict, suspend, or revoke a license to practice nursing or place the licensee on 
probation. The board may also prescribe by rule conditions of license reinstatement. The board shall 
prescribe rules of procedure by which to restrict, suspend, or revoke a license. These procedures shall 
conform to the provisions of chapter 17A.  
 2. In addition to the grounds stated in section 147.55, the following are grounds for suspension or 
revocation under subsection 1 of this section:  
 a. Willful violation of the rules of the board.  
 b. Continued practice while knowingly having an infectious or contagious disease which could be 
harmful to a patient's welfare.  
 c. Conviction for a felony in the courts of this state or another state, territory, or country if the felony 
relates to the practice of nursing. Conviction shall include only a conviction for an offense which if 
committed in this state would be deemed a felony without regard to its designation elsewhere. A certified 
copy of the final order or judgment of conviction or plea of guilty in this state or in another jurisdiction shall 
be conclusive evidence of conviction.  
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 d. (1) Having a license to practice nursing as a registered nurse or licensed practical nurse revoked 
or suspended, or having other disciplinary action taken by a licensing authority of another state, territory, 
or country. A certified copy of the record or order of suspension, revocation, or disciplinary action is prima 
facie evidence of such fact.  
 (2) Having a license to practice nursing as a registered nurse or licensed practical nurse revoked or 
suspended, or having other disciplinary action taken, by a licensing authority in another state which has 
adopted the nurse licensure compact contained in section 152E.1 and which has communicated 
information relating to such action pursuant to the coordinated licensure information system established 
by the compact. If the action taken by the licensing authority occurs in a jurisdiction which does not afford 
the procedural protections of chapter 17A, the licensee may object to the communicated information and 
shall be afforded the procedural protections of chapter 17A.  
 e. Knowingly aiding, assisting, procuring, advising, or allowing a person to unlawfully practice 
nursing.  
 f. Being adjudicated mentally incompetent by a court of competent jurisdiction. Such adjudication 
shall automatically suspend a license for the duration of the license, unless the board orders otherwise.  
 g. Being guilty of willful or repeated departure from or the failure to conform to the minimum standard 
of acceptable and prevailing practice of nursing; however, actual injury to a patient need not be 
established.  
 h. (1) Inability to practice nursing with reasonable skill and safety by reason of illness, excessive use 
of alcohol, drugs, narcotics, chemicals, or other type of material or as a result of a mental or physical 
condition.  
 (2) The board may, upon probable cause, request a licensee to submit to an appropriate medical 
examination by a designated physician. If requested by the licensee, the licensee may also designate a 
physician for an independent medical examination. The reasonable costs of such examinations and 
medical reports to the board shall be paid by the board. Refusal or failure of a licensee to complete such 
examinations shall constitute an admission of any allegations relating to such condition. All objections 
shall be waived as to the admissibility of the examining physicians' testimony or examination reports on 
the grounds that they constitute privileged communication. The medical testimony or examination reports 
shall not be used against a registered nurse or licensed practical nurse in another proceeding and shall 
be confidential. At reasonable intervals, a registered nurse or licensed practical nurse shall be afforded an 
opportunity to demonstrate that the registered nurse or licensed practical nurse can resume the 
competent practice of nursing with reasonable skill and safety to patients.  
Section History: Early form 
[C77, 79, 81, § 152.10]  
Section History: Recent form 
2000 Acts, ch 1008, §7  
Internal References 
Referred to in § 272C.3, 272C.4, 272C.5  
 
152.11 Investigators for nurses. 
 The board of nursing may appoint investigators, who shall not be members of the board, to 
administer and aid in the enforcement of the provisions of law related to those licensed to practice 
nursing. The amount of compensation for the investigators shall be determined pursuant to chapter 19A. 
Investigators authorized by the board of nursing have the powers and status of peace officers when 
enforcing this chapter and chapters 147 and 272C.  
Section History: Recent form 
93 Acts, ch 41, § 1  
Internal References 
Referred to in § 272C.5  
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152.12 Examination information. 
 Notwithstanding section 147.21, subsection 3, individual pass or fail examination results made 
available from the authorized national testing agency may be disclosed to the appropriate licensing 
authority in another state, the District of Columbia, or a territory or county, and the board-approved 
education program, for purposes of verifying accuracy of national data and determining program 
approval.  
Section History: Recent form 
97 Acts, ch 159, §22  
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CHAPTER 147 
GENERAL PROVISIONS, HEALTH-RELATED PROFESSIONS 

 
 
147.107  DRUG DISPENSING, SUPPLYING, AND PRESCRIBING 
      -- LIMITATIONS. 
 
         1.  A person, other than a pharmacist, physician, dentist, 
      podiatric physician, or veterinarian who dispenses as an incident to 
      the practice of the practitioner's profession, shall not dispense 
      prescription drugs or controlled substances. 
         2. a.  A pharmacist, physician, dentist, or podiatric 
      physician who dispenses prescription drugs, including but not limited 
      to controlled substances, for human use, may delegate nonjudgmental 
      dispensing functions to staff assistants only when verification of 
      the accuracy and completeness of the dispensing is determined by the 
      pharmacist or practitioner in the pharmacist's or practitioner's 
      physical presence.  However, the physical presence requirement does 
      not apply when a pharmacist or practitioner is utilizing an automated 
      dispensing system or when a pharmacist is utilizing a tech-check-tech 
      program, as defined in section 155A.3.  When using an automated 
      dispensing system the pharmacist or practitioner shall utilize an 
      internal quality control assurance plan that ensures accuracy for 
      dispensing.  When using a tech-check-tech program the pharmacist 
      shall utilize an internal quality control assurance plan, in 
      accordance with rules adopted by the board of pharmacy, that ensures 
      accuracy for dispensing.  Verification of automated dispensing and 
      tech-check-tech accuracy and completeness remains the responsibility 
      of the pharmacist or practitioner and shall be determined in 
      accordance with rules adopted by the board of pharmacy, the board of 
      medicine, the dental board, and the board of podiatry for their 
      respective licensees. 
         b.  A dentist, physician, or podiatric physician who dispenses 
      prescription drugs, other than drug samples, pursuant to this 
      subsection, shall report the fact that they dispense prescription 
      drugs with the practitioner's respective board at least biennially. 
         c.  A physician, dentist, or podiatric physician who dispenses 
      prescription drugs, other than drug samples, pursuant to this 
      subsection, shall offer to provide the patient with a written 
      prescription that may be dispensed from a pharmacy of the patient's 
      choice or offer to transmit the prescription orally, electronically, 
      or by facsimile in accordance with section 155A.27 to a pharmacy of 
      the patient's choice. 
         3.  A physician assistant or registered nurse may supply, when 
      pharmacist services are not reasonably available or when it is in the 
      best interests of the patient, on the direct order of the supervising 
      physician, a quantity of properly packaged and labeled prescription 
      drugs, controlled substances, or contraceptive devices necessary to 
      complete a course of therapy.  However, a remote clinic, staffed by a 
      physician assistant or registered nurse, where pharmacy services are 
      not reasonably available, shall secure the regular advice and 
      consultation of a pharmacist regarding the distribution, storage, and 
      appropriate use of such drugs, substances, and devices. 
         4.  Notwithstanding subsection 3, a physician assistant shall not 
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      dispense prescription drugs as an incident to the practice of the 
      supervising physician or the physician assistant, but may supply, 
      when pharmacist services are not reasonably available, or when it is 
      in the best interests of the patient, a quantity of properly packaged 
      and labeled prescription drugs, controlled substances, or medical 
      devices necessary to complete a course of therapy.  However, a remote 
      clinic, staffed by a physician assistant, where pharmacy services are 
      not reasonably available, shall secure the regular advice and 
      consultation of a pharmacist regarding the distribution, storage, and 
      appropriate use of such drugs, substances, and devices.  Prescription 
      drugs supplied under the provisions of this subsection shall be 
      supplied for the purpose of accommodating the patient and shall not 
      be sold for more than the cost of the drug and reasonable overhead 
      costs, as they relate to supplying prescription drugs to the patient, 
      and not at a profit to the physician or the physician assistant.  If 
      prescription drug supplying authority is delegated by a supervising 
      physician to a physician assistant, a nurse or staff assistant may 
      assist the physician assistant in providing that service.  Rules 
      shall be adopted by the board of physician assistants, after 
      consultation with the board of pharmacy, to implement this 
      subsection. 
         5.  Notwithstanding subsection 1 and any other provision of this 
      section to the contrary, a physician may delegate the function of 
      prescribing drugs, controlled substances, and medical devices to a 
      physician assistant licensed pursuant to chapter 148C.  When 
      delegated prescribing occurs, the supervising physician's name shall 
      be used, recorded, or otherwise indicated in connection with each 
      individual prescription so that the individual who dispenses or 
      administers the prescription knows under whose delegated authority 
      the physician assistant is prescribing.  Rules relating to the 
      authority of physician assistants to prescribe drugs, controlled 
      substances, and medical devices pursuant to this subsection shall be 
      adopted by the board of physician assistants, after consultation with 
      the board of medicine and the board of pharmacy.  However, the rules 
      shall prohibit the prescribing of schedule II controlled substances 
      which are listed as depressants pursuant to chapter 124. 
         6.  Health care providers shall consider the instructions of the 
      physician assistant to be instructions of the supervising physician 
      if the instructions concern duties delegated to the physician 
      assistant by a supervising physician. 
         7.  Notwithstanding subsection 1, a family planning clinic may 
      dispense birth control drugs and devices upon the order of a 
      physician.  Subsections 2 and 3 do not apply to a family planning 
      clinic under this subsection. 
         8.  Notwithstanding subsection 1, but subject to the limitations 
      contained in subsections 2 and 3, a registered nurse who is licensed 
      and registered as an advanced registered nurse practitioner and who 
      qualifies for and is registered in a recognized nursing specialty may 
      prescribe substances or devices, including controlled substances or 
      devices, if the nurse is engaged in the practice of a nursing 
      specialty regulated under rules adopted by the board of nursing in 
      consultation with the board of medicine and the board of pharmacy. 
         9.  Notwithstanding section 147.86, a person, including a 
      pharmacist, who violates this section is guilty of a simple 
      misdemeanor.   
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         Section History: Recent Form 
         84 Acts, ch 1006, § 1; 88 Acts, ch 1232, § 1; 91 Acts, ch 238, § 
      1; 91 Acts, ch 239, § 1; 92 Acts, ch 1163, § 37; 92 Acts, ch 1183, § 
      10; 94 Acts, ch 1134, §1; 95 Acts, ch 108, §5; 2002 Acts, ch 1108, 
      §13; 2003 Acts, ch 93, §3, 14; 2003 Acts, ch 108, §39; 2004 Acts, ch 
      1036, §8; 2004 Acts, ch 1101, § 22; 2006 Acts, ch 1094, §1; 2007 
      Acts, ch 10, §78; 2007 Acts, ch 218, §202; 2008 Acts, ch 1016, §1; 
      2008 Acts, ch 1088, §43 
         Referred to in § 154.1, 155A.2, 155A.4, 280.16 
         See also § 154.1, 155A.4 
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ARC 9648B 

HUMAN SERVICES DEPARTMENT [441] 

Notice of Intended Action 

Pursuant to the authority of Iowa Code section 249A.4, the Department of Human 

Services proposes to amend Chapter 75, “Conditions of Eligibility,” Iowa Administrative Code. 

This amendment implements changes to medical assistance eligibility under the Iowa 

Family Planning Network (IFPN) which are contingent on approval of a waiver request by the 

federal Centers for Medicare and Medicaid Services.  These changes are mandated by 2010 Iowa 

Acts, Chapter 1192 (House File 2526), section 11, subsection 24.  The amendment:  

• Limits eligibility to people who are uninsured or have health insurance that does not 

include family planning services, who are not otherwise enrolled in Medicaid (other than 

IowaCare), and who are not enrolled in the Children’s Health Insurance Program (HAWK-I).   

• Expands IFPN eligibility by specifying an upper age limit of 55, increasing the 

income limit from 200 percent of the federal poverty level to 300 percent of the federal poverty 

level, and including men.  A statutory change was made by 2011 Iowa Acts, Senate File 482, to 

remove the word “women” from the provision authorizing eligibility for family planning services 

and substitute “individuals.”  

This amendment was also Adopted and Filed Emergency and is published herein as ARC 

9647B.  The purpose of this Notice is to solicit comment on that submission, the subject matter 

of which is incorporated by reference. 

http://www.dhs.iowa.gov/policyanalysis/RulesPages/RuleDocuments/RulesInProcess/9647b.pdf
http://www.dhs.iowa.gov/policyanalysis/RulesPages/RuleDocuments/RulesInProcess/9647b.pdf
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Any interested person may make written comments on the proposed amendment on or 

before August 30, 2011.  Comments should be directed to Mary Ellen Imlau, Bureau of Policy 

Coordination, Department of Human Services, Hoover State Office Building, 1305 East Walnut 

Street, Des Moines, Iowa 50319-0114.  Comments may be sent by fax to (515)281-4980 or by 

E-mail to policyanalysis@dhs.state.ia.us. 

This amendment does not provide for waivers in specified situations.  Requests for the 

waiver of any rule may be submitted under the Department’s general rule on exceptions at 

441--1.8(17A,217). 

After analysis and review of this rule making, no impact on jobs has been found. 

This amendment is intended to implement Iowa Code section 2010 Iowa Acts, chapter 

1192, section 11, subsection 24, and Iowa Code section 249A.3 as amended by 2011 Iowa Acts, 

Senate File 482, section 16. 
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441-76.7(249A) Reinvestigation 

 

76.7(5) Women eligible for family planning services only shall complete Form 470-4071, Family 
Planning Medicaid Review, as part of the reinvestigation process. Form 470-4071 shall be issued at least 
30 days before the end of the eligibility period. The woman must submit the completed review form 
before the end of the eligibility period to any department local office or location specified in paragraph 
76.1(1) "d." Women who fail to submit Form 470-4071 before the end of the eligibility period must 
reapply as directed in rule 441-76.1 (249A).  

Iowa Family Planning Waiver Enhancements 
FPW Expansion Effective December 29, 2011 the Family Planning Waiver has  
                            been amended to: 
 

 Provide coverage of family planning services to men 
 Extend the age limit to persons under 55 years of age 
 Increase the income limit to 300% of the poverty level 
 Provide coverage to persons who have health insurance that 

doesn’t include coverage for benefits provided under the 
Family Planning Network (IFPN) 

 
 
Cover Men  The Family Planning Waiver (FPW) system has been updated to 
                            enable the worker to select the persons’ gender when assigning  
                            a state id.  This is a required field.  If the patient/client is coded 
                            as a Male or M – the following question is disabled: 
 
 “Is the patient/client pregnant?” 

  
 

300% Poverty    The Family Planning Waiver system has been updated to use the  
                           300% of poverty level when determining a person’s income 
                           eligibility for IFPN.  
 
  

Iowa Family Planning Network Monthly Income Limits: 300% of Poverty 

HH 
Size 1 2 3 4 5 6 7 Additional 

Limit $2723 $3678 $4633 $5588 $6543 $7498 $8453 $955 
each 

 
  

                            
Cover the A person that is uninsured or has health insurance that does not  
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“Underinsured”   include family planning services may be eligible for IFPN.  In 
                            addition, a person who is covered under group or private health 
                            insurance is eligible for IFPN, if the person claims good cause for  
                            not cooperating in filing a claim for health insurance.  A person 
                            can claim good cause due to confidentiality if the person is  
                            fearful of the consequences.   
 
 
 
  

Example:  Emma (28) has private health insurance and it will 
cover an annual exam, but will not pay for birth control pills.  
Emma is determined to be “underinsured” and if otherwise 
eligible, is approved for IFPN coverage. 

  
 
“Underinsured” The FPW system will guide the worker through this  
                           determination. The chart below provides a summary of possible 
                           scenarios. 
 
  

Health 
Insurance Confidentiality Underinsured? Worker Action 

No Yes or No na Approve 

Yes No No Deny 

Yes No Yes Approve 

Yes Yes Na Approve 

 
                            
                           The worker is not required to verify the health insurance or what 
                           the policy does or doesn’t cover.  The worker will answer the  
                           question, “Does this person’s health insurance cover family  
                           planning services?” based solely on the response of the  
                           applicant.  The worker is NOT required to contact the insurance 
                           company to verify the applicant’s statement. 
 

  
  
Questions?         Please send any questions to the appropriate Help Desk: 

         IFPN@dhs.state.ia.us = Clinic Providers 

         SPIRS@dhs.state.ia.us = DHS IM Workers     
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CHAPTER 148C 
PHYSICIAN ASSISTANTS 

Enforcement, §147.87, 147.90, 147.92 
Penalty, general, §147.86 

Drug dispensing, supplying, and prescribing; limitations, rules, see § 147.107 and 91 Acts, ch 238, § 2 
 
 

148C.1  Definitions. 
1.  “Approved program” means a program for the education of physician assistants which has 

been accredited by the American medical association’s committee on allied health education and 
accreditation or its successor, by the commission on accreditation of allied health educational 
programs or its successor, or by the accreditation review commission on education for the 
physician assistant or its successor. 

2.  “Board” means the board of physician assistants created under chapter 147. 
3.  “Department” means the Iowa department of public health. 
4.  “Licensed physician assistant” means a person who is licensed by the board to practice as a 

physician assistant under the supervision of one or more physicians. “Supervision” does not 
require the personal presence of the supervising physician at the place where medical services 
are rendered except insofar as the personal presence is expressly required by this chapter or 
required by rules of the board adopted pursuant to this chapter. 

5.  “Physician” means a person who is currently licensed in Iowa to practice medicine and 
surgery or osteopathic medicine and surgery.  Notwithstanding this subsection, a physician 
supervising a physician assistant practicing in a federal facility or under federal authority shall 
not be required to obtain licensure beyond licensure requirements mandated by the federal 
government for supervising physicians. 

6.  “Physician assistant” means a person who has successfully completed an approved 
program and passed an examination approved by the board or is otherwise found by the board to 
be qualified to perform medical services under the supervision of a physician. 

7.  “Trainee” means a person who is currently enrolled in an approved program. 
[C73, 75, 77, 79, §148B.1; C81, §148C.1] 
88 Acts, ch 1225, §15; 2003 Acts, ch 93, §6 – 8, 14; 2004 Acts, ch 1101, §23; 2007 Acts, ch 10, §105; 2008 Acts, 

ch 1088, §141 
 
 

148C.2 Approved programs. 
The department shall issue certificates of approval for programs for the education and training 
of physician assistants, which meet board standards. In developing criteria for program 
approval, the board shall give consideration to and encourage the utilization of equivalency and 
proficiency testing and other mechanisms whereby full credit is given to trainees for past 
education and experience in health fields. Rules shall be adopted pursuant to this chapter 
setting forth standards to insure that such programs operate in a manner, which does not 
endanger the health and welfare of patients who receive services within the scope of the 
program. The board shall review the quality of curriculum, faculty, and the facilities of such 
programs and shall approve the issuance of certificates of approval.  

Rules shall be adopted pursuant to this chapter setting forth the fees to be charged in 
connection with the application for and issuance of certificates of approval under this section.  

Section History: Early form 
[C73, 75, 77, 79, § 148B.2; C81, § 148C.2]  

Section History: Recent form 
88 Acts, ch 1225, §16  
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148C.3 Registration--licensure. 
148C.3  Licensure. 
1.  The board shall adopt rules to govern the licensure of physician assistants.  An applicant for 

licensure shall submit the fee prescribed by the board and shall meet the requirements established 
by the board with respect to each of the following: 

a.  Academic qualifications, including evidence of graduation from an approved program.  A 
physician assistant who is not a graduate of an approved program, but who passed the national 
commission on certification of physician assistants’ physician assistant national certifying 
examination prior to 1986, is exempt from this graduation requirement. 

b.  Evidence of passing the national commission on the certification of physician assistants’ 
physician assistant national certifying examination or an equivalent examination approved by the 
board. 

c.  Hours of continuing medical education necessary to become or remain licensed. 
2.  Rules shall be adopted by the board pursuant to this chapter requiring a licensed physician 

assistant to be supervised by physicians.  The rules shall provide that not more than two 
physician assistants shall be supervised by a physician at one time.  The rules shall also provide 
that a physician assistant shall notify the board of the identity of the physician assistant’s 
supervising physician and of any change in the status of the supervisory relationship. 

3.  A licensed physician assistant shall perform only those services for which the licensed 
physician assistant is qualified by training or not prohibited by the board. 

4.  The board may issue a temporary license under special circumstances and upon conditions 
prescribed by the board.  A temporary license shall not be valid for more than one year and shall 
not be renewed more than once. 

5.  The board may issue an inactive license under conditions prescribed by rules adopted by the 
board. 

6.  The board shall adopt rules pursuant to this section after consultation with the board of 
medicine. 

[C73, 75, 77, 79, §148B.3; C81, §148C.3; 82 Acts, ch 1005, §5] 
88 Acts, ch 1225, §17; 2003 Acts, ch 93, §9, 14; 2004 Acts, ch 1101, §24; 2007 Acts, ch 10, §106 

 
 

148C.4 Services performed by assistants. 

148C.4  Services performed by physician assistants. 
1.  A physician assistant may perform medical services when the services are rendered under 

the supervision of a physician. A physician assistant student may perform medical services when 
the services are rendered within the scope of an approved program.  For the purposes of this 
section, “medical services when the services are rendered under the supervision of a physician” 
includes making a pronouncement of death for a patient whose death is anticipated if the death 
occurs in a licensed hospital, a licensed health care facility, a Medicare-certified home health 
agency, or a Medicare-certified hospice program or facility, with notice of the death to a 
physician and in accordance with the directions of a physician. 

2.  a.  Notwithstanding subsection 1, a physician assistant licensed pursuant to this chapter or 
authorized to practice in any other state or federal jurisdiction who voluntarily and gratuitously, 
and other than in the ordinary course of the physician assistant’s employment or practice, 
responds to a need for medical care created by an emergency or a state or local disaster may 
render such care that the physician assistant is able to provide without supervision as described 
in this section or with such supervision as is available. 
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b.  A physician who supervises a physician assistant providing medical care pursuant to this 
subsection shall not be required to meet the requirements of rules adopted pursuant to section 
148C.3, subsection 2, relating to supervision by physicians. A physician providing physician 
assistant supervision pursuant to this subsection or a physician assistant, who voluntarily and 
gratuitously, and other than in the ordinary course of the physician assistant’s employment or 
practice, responds to a need for medical care created by an emergency or a state or local disaster 
shall not be subject to criminal liability by reason of having issued or executed the orders for 
such care, and shall not be liable for civil damages for acts or omissions relating to the issuance 
or execution of the orders unless the acts or omissions constitute recklessness. 

[C73, 75, 77, 79, §148B.4; C81, §148C.4] 
88 Acts, ch 1225, §18; 2001 Acts, ch 113, §1; 2003 Acts, ch 93, §10, 14; 2009 Acts, ch 41, §263 

 
148C.8  Right to delegate. 
Nothing in this chapter affects or limits a physician’s existing right to delegate various 

medical tasks to aides, assistants or others acting under the physician’s supervision or direction, 
including orthopedic physician’s assistant technologists.  Such aides, assistants, orthopedic 
physician’s assistant technologists, and others who perform only those tasks which can be so 
delegated shall not be required to qualify as physician assistants under this chapter. 

[C73, 75, 77, 79, §148B.8; C81, §148C.8] 
88 Acts, ch 1225, §22 

 
 
The provisions of chapter 147, not otherwise inconsistent with the provisions of this chapter, 
shall apply to the provisions of this chapter.  

Section History: Early form 
[C73, 75, 77, 79, § 148B.10; C81, § 148C.10]  
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Definition of child and child abuse (see also DHS Guide for Mandatory 
Reporters) 

232.68 Definitions. 
The definitions in section 235A.13 are applicable to this part 2 of division III. As used in 
sections 232.67 through 232.77 and 235A.12 through 235A.23, unless the context 
otherwise requires:  
1. "Child" means any person under the age of eighteen years.  
2. "Child abuse" or "abuse" means:  
a. Any non accidental physical injury, or injury which is at variance with the history given 
of it, suffered by a child as the result of the acts or omissions of a person responsible for 
the care of the child.  
b. Any mental injury to a child's intellectual or psychological capacity as evidenced by 
an observable and substantial impairment in the child's ability to function within the 
child's normal range of performance and behavior as the result of the acts or omissions 
of a person responsible for the care of the child, if the impairment is diagnosed and 
confirmed by a licensed physician or qualified mental health professional as defined in 
section 622.10.  
c. The commission of a sexual offense with or to a child pursuant to chapter 709, 
section 726.2, or section 728.12, subsection 1, as a result of the acts or omissions of 
the person responsible for the care of the child. Notwithstanding section 702.5, the 
commission of a sexual offense under this paragraph includes any sexual offense 
referred to in this paragraph with or to a person under the age of eighteen years.  
d. The failure on the part of a person responsible for the care of a child to provide for the 
adequate food, shelter, clothing or other care necessary for the child's health and 
welfare when financially able to do so or when offered financial or other reasonable 
means to do so. A parent or guardian legitimately practicing religious beliefs who does 
not provide specified medical treatment for a child for that reason alone shall not be 
considered abusing the child, however this provision shall not preclude a court from 
ordering that medical service be provided to the child where the child's health requires 
it.  
e. The acts or omissions of a person responsible for the care of a child which allow, 
permit, or encourage the child to engage in acts prohibited pursuant to section 725.1. 
Notwithstanding section 702.5, acts or omissions under this paragraph include an act or 
omission referred to in this paragraph with or to a person under the age of eighteen 
years.  
f. An illegal drug is present in a child's body as a direct and foreseeable consequence of 
the acts or omissions of the person responsible for the care of the child.  
g. The person responsible for the care of a child has, in the presence of the child, as 
defined in section 232.2, subsection 6, paragraph "p", manufactured a dangerous 
substance, as defined in section 232.2, subsection 6, paragraph "p", or in the presence 
of the child possesses a product containing ephedrine, its salts, optical isomers, salts of 
optical isomers, or pseudoephedrine, its salts, optical isomers, salts of optical isomers, 
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with the intent to use the product as a precursor or an intermediary to a dangerous 
substance.  
h. The commission of bestiality in the presence of a minor under section 717C.1 by a 
person who resides in a home with a child, as a result of the acts or omissions of a 
person responsible for the care of the child.  
2A. "Child protection worker" means an individual designated by the department to 
perform an assessment in response to a report of child abuse.  
3. "Confidential access to a child" means access to a child, during an assessment of an 
alleged act of child abuse, who is alleged to be the victim of the child abuse. The access 
may be accomplished by interview, observation, or examination of the child. As used in 
this subsection and this part:  
a. "Interview" means the verbal exchange between the child protection worker and the 
child for the purpose of developing information necessary to protect the child. A child 
protection worker is not precluded from recording visible evidence of abuse.  
b. "Observation" means direct physical viewing of a child under the age of four by the 
child protection worker where the viewing is limited to the child's body other than the 
genitalia and pubes. "Observation" also means direct physical viewing of a child aged 
four or older by the child protection worker without touching the child or removing an 
article of the child's clothing, and doing so without the consent of the child's parent, 
custodian, or guardian. A child protection worker is not precluded from recording 
evidence of abuse obtained as a result of a child's voluntary removal of an article of 
clothing without inducement by the child protection worker. However, if prior consent of 
the child's parent or guardian, or an ex parte court order, is obtained, "observation" may 
include viewing the child's unclothed body other than the genitalia and pubes.  
c. "Physical examination" means direct physical viewing, touching, and medically 
necessary manipulation of any area of the child's body by a physician licensed under 
chapter 148 or 150A.  
4. "Department" means the state department of human services and includes the local, 
county and regional offices of the department.  
5. "Health practitioner" includes a licensed physician and surgeon, osteopath, 
osteopathic physician and surgeon, dentist, optometrist, podiatric physician, or 
chiropractor; a resident or intern in any of such professions; a licensed dental hygienist, 
a registered nurse or licensed practical nurse; a physician assistant; and an emergency 
medical care provider certified under section 147A.6.  
6. "Mental health professional" means a person who meets the following requirements:  
a. Holds at least a master's degree in a mental health field, including, but not limited to, 
psychology, counseling, nursing, or social work; or is licensed to practice medicine 
pursuant to chapter 148, 150, or 150A.  
b. Holds a license to practice in the appropriate profession.  
c. Has at least two years of post degree experience, supervised by a mental health 
professional, in assessing mental health problems and needs of individuals used in 
providing appropriate mental health services for those individuals.  
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7. "Person responsible for the care of a child" means:  
a. A parent, guardian, or foster parent.  
b. A relative or any other person with whom the child resides and who assumes care or 
supervision of the child, without reference to the length of time or continuity of such 
residence.  
c. An employee or agent of any public or private facility providing care for a child, 
including an institution, hospital, health care facility, group home, mental health center, 
residential treatment center, shelter care facility, detention center, or child care facility.  
d. Any person providing care for a child, but with whom the child does not reside, 
without reference to the duration of the care.  
8. "Registry" means the central registry for child abuse information established in 
section 235A.14.  

Section History: Early form 

[C66, 71, 73, 75, 77, § 235A.2; C79, 81, § 232.68]  

Section History: Recent form 

83 Acts, ch 96, § 157, 159; 84 Acts, ch 1207, § 1, 2; 85 Acts, ch 173, § 2; 86 Acts, ch 
1177, § 1; 87 Acts, ch 153, § 1, 2; 89 Acts, ch 24, § 1; 89 Acts, ch 89, § 16; 89 Acts, ch 
230, § 3, 4; 93 Acts, ch 76, §1; 93 Acts, ch 93, § 2; 94 Acts, ch 1130, §1, 2; 95 Acts, ch 
41, § 24; 95 Acts, ch 108, § 17; 95 Acts, ch 182, § 7; 96 Acts, ch 1092, § 2; 97 Acts, ch 
35, §4, 5, 25; 97 Acts, ch 176, §1; 2001 Acts, ch 46, §2; 2001 Acts, ch 131, §1  

Footnotes 

For the fiscal year beginning July 1, 2002, the department shall utilize service areas and 
service area administrators in lieu of regions and regional administrators; see 2002 
Acts, 2nd Ex, ch 1003, §132, 151, and governor's item veto message  
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232.69 Mandatory and permissive reporters -- training required. (See DHS 
Guide for Mandatory Reporters) 
1. The classes of persons enumerated in this subsection shall make a report within 
twenty-four hours and as provided in section 232.70, of cases of child abuse. In 
addition, the classes of persons enumerated in this subsection shall make a report of 
abuse of a child who is under twelve years of age and may make a report of abuse of a 
child who is twelve years of age or older, which would be defined as child abuse under 
section 232.68, subsection 2, paragraph "c" or "e", except that the abuse resulted from 
the acts or omissions of a person other than a person responsible for the care of the 
child.  
a. Every health practitioner who in the scope of professional practice, examines, 
attends, or treats a child and who reasonably believes the child has been abused. 
Notwithstanding section 139A.30, this provision applies to a health practitioner who 
receives information confirming that a child is infected with a sexually transmitted 
disease.  
b. Any of the following persons who, in the scope of professional practice or in their 
employment responsibilities, examines, attends, counsels, or treats a child and 
reasonably believes a child has suffered abuse:  
(1) A social worker.  
(2) An employee or operator of a public or private health care facility as defined in 
section 135C.1.  
(3) A certified psychologist.  
(4) A licensed school employee, certified para-educator, or holder of a coaching 
authorization issued under section 272.31.  
(5) An employee or operator of a licensed child care center, registered child 
development home, head start program, family development and self-sufficiency grant 
program under section 217.12, or healthy opportunities for parents to experience 
success--healthy families Iowa program under section 135.106.  
(6) An employee or operator of a substance abuse program or facility licensed under 
chapter 125.  
(7) An employee of a department of human services institution listed in section 218.1.  
(8) An employee or operator of a juvenile detention or juvenile shelter care facility 
approved under section 232.142.  
(9) An employee or operator of a foster care facility licensed or approved under chapter 
237.  
(10) An employee or operator of a mental health center.  
(11) A peace officer.  
(12) A counselor or mental health professional.  
2. Any other person who believes that a child has been abused may make a report as 
provided in section 232.70.  
3. a. For the purposes of this subsection, "licensing board" means an examining board 
designated in section 147.13, the board of educational examiners created in section 
272.2, or a licensing board as defined in section 272C.1.  
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b. A person required to make a report under subsection 1, other than a physician whose 
professional practice does not regularly involve providing primary health care to 
children, shall complete two hours of training relating to the identification and reporting 
of child abuse within six months of initial employment or self-employment involving the 
examination, attending, counseling, or treatment of children on a regular basis. Within 
one month of initial employment or self-employment, the person shall obtain a 
statement of the abuse reporting requirements from the person's employer or, if self-
employed, from the department. The person shall complete at least two hours of 
additional child abuse identification and reporting training every five years.  
c. If the person is an employee of a hospital or similar institution, or of a public or private 
institution, agency, or facility, the employer shall be responsible for providing the child 
abuse identification and reporting training. If the person is self-employed, employed in a 
licensed or certified profession, or employed by a facility or program that is subject to 
licensure, regulation, or approval by a state agency, the person shall obtain the child 
abuse identification and reporting training as provided in paragraph "d".  
d. The person may complete the initial or additional training requirements as part of any 
of the following that are applicable to the person:  
(1) A continuing education program required under chapter 272C and approved by the 
appropriate licensing or examining board.  
(2) A training program using a curriculum approved by the abuse education review 
panel established by the director of public health pursuant to section 135.11.  
(3) A training program using such an approved curriculum offered by the department of 
human services, the department of education, an area education agency, a school 
district, the Iowa law enforcement academy, or a similar public agency.  
e. A licensing board with authority over the license of a person required to make a 
report under subsection 1 shall require as a condition of licensure that the person is in 
compliance with the requirements for abuse training under this subsection. The 
licensing board shall require the person upon licensure renewal to accurately document 
for the licensing board the person's completion of the training requirements. However, 
the licensing board may adopt rules providing for waiver or suspension of the 
compliance requirements, if the waiver or suspension is in the public interest, applicable 
to a person who is engaged in active duty in the military service of this state or of the 
United States, to a person for whom compliance with the training requirements would 
impose a significant hardship, or to a person who is practicing a licensed profession 
outside this state or is otherwise subject to circumstances that would preclude the 
person from encountering child abuse in this state.  
f. For persons required to make a report under subsection 1 who are not engaged in a 
licensed profession that is subject to the authority of a licensing board but are employed 
by a facility or program subject to licensure, registration, or approval by a state agency, 
the agency shall require as a condition of renewal of the facility's or program's licensure, 
registration, or approval, that such persons employed by the facility or program are in 
compliance with the training requirements of this subsection.  
g. For peace officers, the elected or appointed official designated as the head of the 
agency employing the peace officer shall ensure compliance with the training 
requirements of this subsection.  
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h. For persons required to make a report under subsection 1 who are employees of 
state departments and political subdivisions of the state, the department director or the 
chief administrator of the political subdivision shall ensure the persons' compliance with 
the training requirements of this subsection.  

Section History: Early form 

[C66, 71, 73, 75, 77, § 235A.3; C79, 81, § 232.69]  

Section History: Recent form 

83 Acts, ch 96, § 157, 159; 84 Acts, ch 1279, § 4, 6; 85 Acts, ch 173, §3--5; 87 Acts, ch 
153, § 3; 88 Acts, ch 1238, § 1; 89 Acts, ch 89, § 17; 89 Acts, ch 230, § 5; 89 Acts, ch 
265, § 40; 94 Acts, ch 1130, §3; 97 Acts, ch 85, §1; 99 Acts, ch 192, §27, 33; 2000 
Acts, ch 1066, §42; 2001 Acts, ch 122, §2, 3; 2002 Acts, ch 1142, §1, 31  

Footnotes 

For future amendments to this section effective July 1, 2003, see 2002 Acts, ch 1047, 
§2, 20  
2002 amendment to subsection 1, paragraph b, subparagraph (5), is effective October 
1, 2002; applicability to providers; 2002 Acts, ch 1142, §31  
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232.70 Reporting procedure. – see also DHS Guide for Mandatory Reporters 
1. Each report made by a mandatory reporter, as defined in section 232.69, subsection 
1, shall be made both orally and in writing. Each report made by a permissive reporter, 
as defined in section 232.69, subsection 2, may be oral, written, or both.  
2. The employer or supervisor of a person who is a mandatory or permissive reporter 
shall not apply a policy, work rule, or other requirement that interferes with the person 
making a report of child abuse.  
3. The oral report shall be made by telephone or otherwise to the department of human 
services. If the person making the report has reason to believe that immediate 
protection for the child is advisable, that person shall also make an oral report to an 
appropriate law enforcement agency.  
4. The written report shall be made to the department of human services within forty-
eight hours after such oral report.  
5. Upon receipt of a report the department shall do all of the following:  
a. Immediately, upon receipt of an oral report, make a determination as to whether the 
report constitutes an allegation of child abuse as defined in section 232.68.  
b. Notify the appropriate county attorney of the receipt of the report.  
6. The oral and written reports shall contain the following information, or as much 
thereof as the person making the report is able to furnish:  
a. The names and home address of the child and the child's parents or other persons 
believed to be responsible for the child's care;  
b. The child's present whereabouts if not the same as the parent's or other person's 
home address;  
c. The child's age;  
d. The nature and extent of the child's injuries, including any evidence of previous 
injuries;  
e. The name, age and condition of other children in the same home;  
f. Any other information which the person making the report believes might be helpful in 
establishing the cause of the injury to the child, the identity of the person or persons 
responsible for the injury, or in providing assistance to the child; and  
g. The name and address of the person making the report.  
7. A report made by a permissive reporter, as defined in section 232.69, subsection 2, 
shall be regarded as a report pursuant to this chapter whether or not the report contains 
all of the information required by this section and may be made to the department of 
human services, county attorney, or law enforcement agency. If the report is made to 
any agency other than the department of human services, such agency shall promptly 
refer the report to the department of human services.  
8. If a report would be determined to constitute an allegation of child abuse as defined 
under section 232.68, subsection 2, paragraph "c" or "e", except that the suspected 
abuse resulted from the acts or omissions of a person other than a person responsible 
for the care of the child, the department shall refer the report to the appropriate law 
enforcement agency having jurisdiction to investigate the allegation. The department 
shall refer the report orally as soon as practicable and in writing within seventy-two 
hours of receiving the report.  
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9. Within twenty-four hours of receiving a report from a mandatory or permissive 
reporter, the department shall inform the reporter, orally or by other appropriate means, 
whether or not the department has commenced an assessment of the allegation in the 
report.  

Section History: Early form 

[C66, 71, 73, 75, 77, § 235A.4; C79, 81, § 232.70]  

Section History: Recent form 

83 Acts, ch 96, § 157, 159; 87 Acts, ch 153, § 4; 97 Acts, ch 176, §2, 17; 2000 Acts, ch 
1137, §4, 14; 2001 Acts, ch 122, §4  

Footnotes 

2000 amendment applies to disclosures of information made on or after April 21, 2000, 
related to child abuse reported before, on, or after that date; 2000 Acts, ch 1137, §14  
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CHAPTER 709
SEXUAL ABUSE

[P]
Victim counselor privilege; see §915.20A

709.1 Sexual abuse defined.
709.1A Incapacitation.
709.2 Sexual abuse in the first degree.
709.3 Sexual abuse in the second

degree.
709.4 Sexual abuse in the third degree.
709.5 Resistance to sexual abuse.
709.6 Jury instructions for offenses of

sexual abuse.
709.7 Detention in brothel. Repealed

by 2010 Acts, ch 1043, §3.
709.8 Lascivious acts with a child.
709.9 Indecent exposure.
709.10 Sexual abuse — evidence.
709.11 Assault with intent to commit

sexual abuse.
709.12 Indecent contact with a child.
709.13 Child in need of assistance

complaints.

709.14 Lascivious conduct with a minor.
709.15 Sexual exploitation by a

counselor, therapist, or
school employee.

709.16 Sexualmisconduct with offenders
and juveniles.

709.17 Repealed by 98 Acts, ch 1090,
§80, 84. See §915.44.

709.18 Sexual abuse of a corpse.
709.19 No-contact order upon

defendant’s release from
jail or prison.

709.20 Sexual abuse — no-contact order.
Repealed by 2006 Acts, ch
1101, §21. See §664A.3.

709.21 Invasion of privacy — nudity.
709.22 Prevention of further sexual

assault — notification of
rights.

709.1 Sexual abuse defined.
Any sex act between persons is sexual abuse by either of the persons when the act is

performed with the other person in any of the following circumstances:
1. The act is done by force or against the will of the other. If the consent or acquiescence

of the other is procured by threats of violence toward any person or if the act is done
while the other is under the influence of a drug inducing sleep or is otherwise in a state of
unconsciousness, the act is done against the will of the other.
2. Such other person is suffering from a mental defect or incapacity which precludes

giving consent, or lacks the mental capacity to know the right and wrong of conduct in sexual
matters.
3. Such other person is a child.
[C51, §2581, 2583; R60, §4204, 4206; C73, §3861, 3863; C97, §4756, 4758; C24, 27, 31, 35,

39, §12966, 12967; C46, 50, 54, 58, 62, 66, 71, 73, 75, 77, §698.1, 698.3; C79, 81, §709.1]
84 Acts, ch 1188, §1; 99 Acts, ch 159, §1
[P] Definition of sex act, §702.17

709.1A Incapacitation.
As used in this chapter, “incapacitated” means a person is disabled or deprived of ability,

as follows:
1. “Mentally incapacitated” means that a person is temporarily incapable of apprising

or controlling the person’s own conduct due to the influence of a narcotic, anesthetic, or
intoxicating substance.
2. “Physically helpless” means that a person is unable to communicate an unwillingness

to act because the person is unconscious, asleep, or is otherwise physically limited.
3. “Physically incapacitated” means that a person has a bodily impairment or handicap

that substantially limits the person’s ability to resist or flee.
99 Acts, ch 159, §2

709.2 Sexual abuse in the first degree.
A person commits sexual abuse in the first degree when in the course of committing sexual

abuse the person causes another serious injury.
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Sexual abuse in the first degree is a class “A” felony.
[C51, §2581; R60, §4204; C73, §3861; C97, §4756; C24, 27, 31, 35, 39, §12966; C46, 50, 54,

58, 62, 66, 71, 73, 75, 77, §698.1; C79, 81, §709.2]
[P] Definition of forcible felony, §702.11

709.3 Sexual abuse in the second degree.
A person commits sexual abuse in the second degree when the person commits sexual

abuse under any of the following circumstances:
1. During the commission of sexual abuse the person displays in a threatening manner a

dangerous weapon, or uses or threatens to use force creating a substantial risk of death or
serious injury to any person.
2. The other person is under the age of twelve.
3. The person is aided or abetted by one or more persons and the sex act is committed by

force or against the will of the other person against whom the sex act is committed.
Sexual abuse in the second degree is a class “B” felony.
[C51, §2581; R60, §4204; C73, §3861; C97, §4756; C24, 27, 31, 35, 39, §12966; C46, 50, 54,

58, 62, 66, 71, 73, 75, 77, §698.1; C79, 81, §709.3]
84 Acts, ch 1188, §2; 99 Acts, ch 159, §3
[P] Definition of forcible felony, §702.11
[P] Definition of sex act, §702.17

709.4 Sexual abuse in the third degree.
A person commits sexual abuse in the third degree when the person performs a sex act

under any of the following circumstances:
1. The act is done by force or against the will of the other person, whether or not the other

person is the person’s spouse or is cohabiting with the person.
2. The act is between persons who are not at the time cohabiting as husband and wife and

if any of the following are true:
a. The other person is suffering from amental defect or incapacity which precludes giving

consent.
b. The other person is twelve or thirteen years of age.
c. The other person is fourteen or fifteen years of age and any of the following are true:
(1) The person is a member of the same household as the other person.
(2) The person is related to the other person by blood or affinity to the fourth degree.
(3) The person is in a position of authority over the other person and uses that authority

to coerce the other person to submit.
(4) The person is four or more years older than the other person.
3. The act is performed while the other person is under the influence of a controlled

substance, which may include but is not limited to flunitrazepam, and all of the following
are true:
a. The controlled substance, which may include but is not limited to flunitrazepam,

prevents the other person from consenting to the act.
b. The person performing the act knows or reasonably should have known that the other

person was under the influence of the controlled substance, which may include but is not
limited to flunitrazepam.
4. The act is performed while the other person is mentally incapacitated, physically

incapacitated, or physically helpless.
Sexual abuse in the third degree is a class “C” felony.
[C51, §2581, 2583; R60, §4204, 4206; C73, §3861, 3863; C97, §4756, 4758; C24, 27, 31, 35,

39, §12966, 12967; C46, 50, 54, 58, 62, 66, 71, 73, 75, 77, §698.1, 698.3; C79, 81, §709.4]
89 Acts, ch 138, §3; 94 Acts, ch 1128, §1; 97 Acts, ch 78, §1; 99 Acts, ch 159, §4
[P] Definition of forcible felony, see §702.11
[P] Definition of sex act, see §702.17

709.5 Resistance to sexual abuse.
Under the provisions of this chapter it shall not be necessary to establish physical resistance

by a person in order to establish that an act of sexual abuse was committed by force or against
the will of the person. However, the circumstances surrounding the commission of the act
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may be considered in determining whether or not the act was done by force or against the
will of the other.
[C79, 81, §709.5]
99 Acts, ch 159, §5

709.6 Jury instructions for offenses of sexual abuse.
No instruction shall be given in a trial for sexual abuse cautioning the jury to use a different

standard relating to a victim’s testimony than that of any other witness to that offense or any
other offense.
[C79, 81, §709.6]

709.7 Detention in brothel. Repealed by 2010 Acts, ch 1043, § 3.

709.8 Lascivious acts with a child.
It is unlawful for any person sixteen years of age or older to perform any of the following

acts with a child with or without the child’s consent unless married to each other, for the
purpose of arousing or satisfying the sexual desires of either of them:
1. Fondle or touch the pubes or genitals of a child.
2. Permit or cause a child to fondle or touch the person’s genitals or pubes.
3. Solicit a child to engage in a sex act or solicit a person to arrange a sex act with a child.
4. Inflict pain or discomfort upon a child or permit a child to inflict pain or discomfort on

the person.
Any person who violates a provision of this section involving an act included in subsection 1

or 2 shall, upon conviction, be guilty of a class “C” felony. Any personwho violates a provision
of this section involving an act included in subsection 3 or 4 shall, upon conviction, be guilty
of a class “D” felony.
[S13, §4938-a; C24, 27, 31, 35, 39, §13184; C46, 50, 54, 58, 62, 66, 71, 73, §725.2; C75, 77,

§725.10; C79, 81, §709.8]
85 Acts, ch 181, §1; 96 Acts, ch 1062, §1; 2000 Acts, ch 1165, §1; 2005 Acts, ch 158, §35
[P] Definition of sex act, §702.17

709.9 Indecent exposure.
A person who exposes the person’s genitals or pubes to another not the person’s spouse,

or who commits a sex act in the presence of or view of a third person, commits a serious
misdemeanor, if:
1. The person does so to arouse or satisfy the sexual desires of either party; and
2. The person knows or reasonably should know that the act is offensive to the viewer.
[C79, 81, §709.9]
[P] Definition of sex act, §702.17

709.10 Sexual abuse — evidence.
1. When an alleged victim of sexual abuse consents to undergo a sexual abuse

examination and to having the evidence preserved, a sexual abuse evidence collection
kit must be collected and properly stored with the law enforcement agency under whose
jurisdiction the offense occurred or with the agency collecting the evidence to ensure that
the chain of custody is complete and sufficient.
2. If an alleged victim of sexual abuse has not filed a complaint and a sexual abuse

evidence collection kit has been completed, the kit must be stored by the law enforcement
agency for a minimum of ten years. In addition, if the alleged victim does not want their
name recorded on the sexual abuse collection kit, a case number or other identifying
information shall be assigned to the kit in place of the name of the alleged victim.
2004 Acts, ch 1055, §1

709.11 Assault with intent to commit sexual abuse.
Any person who commits an assault, as defined in section 708.1, with the intent to commit

sexual abuse is guilty of a class “C” felony if the person thereby causes serious injury to any
person and guilty of a class “D” felony if the person thereby causes any person a bodily injury

Fri Feb 04 14:04:47 2011 709 (2)



§709.11, SEXUAL ABUSE 4

other than a serious injury. The person is guilty of an aggravated misdemeanor if no injury
results.
[81 Acts, ch 204, §6]

709.12 Indecent contact with a child.
A person eighteen years of age or older is upon conviction guilty of an aggravated

misdemeanor if the person commits any of the following acts with a child, not the person’s
spouse, with or without the child’s consent, for the purpose of arousing or satisfying the
sexual desires of either of them:
1. Fondle or touch the inner thigh, groin, buttock, anus, or breast of the child.
2. Touch the clothing covering the immediate area of the inner thigh, groin, buttock, anus,

or breast of the child.
3. Solicit or permit a child to fondle or touch the inner thigh, groin, buttock, anus, or

breast of the person.
4. Solicit a child to engage in any act prohibited under section 709.8, subsection 1, 2, or 4.
The provisions of this section shall also apply to a person sixteen or seventeen years of age

who commits any of the enumerated acts with a child who is at least five years the person’s
junior, in which case the juvenile court shall have jurisdiction under chapter 232.
[81 Acts, ch 204, §7]
85 Acts, ch 181, §2; 88 Acts, ch 1252, §4

709.13 Child in need of assistance complaints.
During or following an investigation into allegations of violations of this chapter or of

chapter 726 or 728 involving an alleged victim under the age of eighteen and an alleged
offender who is not a person responsible for the care of the child, anyone with knowledge of
the alleged offense may file a complaint pursuant to section 232.83 alleging the child to be a
child in need of assistance. In all cases, the complaint shall be filed by any peace officer with
knowledge of the investigation when the peace officer has reason to believe that the alleged
victim may require treatment as a result of the alleged offense and that the child’s parent,
guardian, or custodian will be unwilling or unable to provide the treatment.
88 Acts, ch 1252, §5

709.14 Lascivious conduct with a minor.
It is unlawful for a person over eighteen years of age who is in a position of authority over

a minor to force, persuade, or coerce a minor, with or without consent, to disrobe or partially
disrobe for the purpose of arousing or satisfying the sexual desires of either of them.
Lascivious conduct with a minor is a serious misdemeanor.
89 Acts, ch 105, §2

709.15 Sexual exploitation by a counselor, therapist, or school employee.
1. As used in this section:
a. “Counselor or therapist” means a physician, psychologist, nurse, professional

counselor, social worker, marriage or family therapist, alcohol or drug counselor, member
of the clergy, or any other person, whether or not licensed or registered by the state, who
provides or purports to provide mental health services.
b. “Emotionally dependent” means that the nature of the patient’s or client’s or former

patient’s or client’s emotional condition or the nature of the treatment provided by the
counselor or therapist is such that the counselor or therapist knows or has reason to know
that the patient or client or former patient or client is significantly impaired in the ability
to withhold consent to sexual conduct, as described in subsection 2, by the counselor or
therapist.
For the purposes of subsection 2, a former patient or client is presumed to be emotionally

dependent for one year following the termination of the provision of mental health services.
c. “Former patient or client”means a person who received mental health services from the

counselor or therapist.
d. “Mental health service” means the treatment, assessment, or counseling of another
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person for a cognitive, behavioral, emotional, mental, or social dysfunction, including an
intrapersonal or interpersonal dysfunction.
e. “Patient or client” means a person who receives mental health services from the

counselor or therapist.
f. “School employee” means a practitioner as defined in section 272.1.
g. “Student” means a person who is currently enrolled in or attending a public or

nonpublic elementary or secondary school, or who was a student enrolled in or who attended
a public or nonpublic elementary or secondary school within thirty days of any violation of
subsection 3.
2. Sexual exploitation by a counselor or therapist occurs when any of the following are

found:
a. A pattern or practice or scheme of conduct to engage in any of the conduct described

in paragraph “b” or “c”.
b. Any sexual conduct, with an emotionally dependent patient or client or emotionally

dependent former patient or client for the purpose of arousing or satisfying the sexual
desires of the counselor or therapist or the emotionally dependent patient or client or
emotionally dependent former patient or client, which includes but is not limited to the
following: kissing; touching of the clothed or unclothed inner thigh, breast, groin, buttock,
anus, pubes, or genitals; or a sex act as defined in section 702.17.
c. Any sexual conduct with a patient or client or former patient or client within one year

of the termination of the provision of mental health services by the counselor or therapist
for the purpose of arousing or satisfying the sexual desires of the counselor or therapist
or the patient or client or former patient or client which includes but is not limited to the
following: kissing; touching of the clothed or unclothed inner thigh, breast, groin, buttock,
anus, pubes, or genitals; or a sex act as defined in section 702.17.
Sexual exploitation by a counselor or therapist does not include touching which is part of

a necessary examination or treatment provided a patient or client by a counselor or therapist
acting within the scope of the practice or employment in which the counselor or therapist is
engaged.
3. Sexual exploitation by a school employee occurs when any of the following are found:
a. A pattern or practice or scheme of conduct to engage in any of the conduct described

in paragraph “b”.
b. Any sexual conduct with a student for the purpose of arousing or satisfying the sexual

desires of the school employee or the student. Sexual conduct includes but is not limited
to the following: kissing; touching of the clothed or unclothed inner thigh, breast, groin,
buttock, anus, pubes, or genitals; or a sex act as defined in section 702.17.
Sexual exploitation by a school employee does not include touching that is necessary in the

performance of the school employee’s duties while acting within the scope of employment.
4. a. A counselor or therapist who commits sexual exploitation in violation of subsection

2, paragraph “a”, commits a class “D” felony.
b. A counselor or therapist who commits sexual exploitation in violation of subsection 2,

paragraph “b”, commits an aggravated misdemeanor.
c. A counselor or therapist who commits sexual exploitation in violation of subsection 2,

paragraph “c”, commits a serious misdemeanor. In lieu of the sentence provided for under
section 903.1, subsection 1, paragraph “b”, the offender may be required to attend a sexual
abuser treatment program.
5. a. A school employee who commits sexual exploitation in violation of subsection 3,

paragraph “a”, commits a class “D” felony.
b. A school employee who commits sexual exploitation in violation of subsection 3,

paragraph “b”, commits an aggravated misdemeanor.
91 Acts, ch 130, §2; 92 Acts, ch 1163, §119; 92 Acts, ch 1199, §2 – 6; 2003 Acts, ch 180, §65;

2004 Acts, ch 1086, §102

709.16 Sexual misconduct with offenders and juveniles.
1. An officer, employee, contractor, vendor, volunteer, or agent of the department of

corrections, or an officer, employee, or agent of a judicial district department of correctional
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services, who engages in a sex act with an individual committed to the custody of the
department of corrections or a judicial district department of correctional services commits
an aggravated misdemeanor.
2. An officer, employee, contractor, vendor, volunteer, or agent of a juvenile placement

facility who engages in a sex act with a juvenile placed at such facility commits an aggravated
misdemeanor.
For purposes of this subsection, a “juvenile placement facility”means any of the following:
a. A child foster care facility licensed under section 237.4.
b. Institutions controlled by the department of human services listed in section 218.1.
c. Juvenile detention and juvenile shelter care homes approved under section 232.142.
d. Psychiatric medical institutions for children licensed under chapter 135H.
e. Substance abuse facilities as defined in section 125.2.
3. An officer, employee, contractor, vendor, volunteer, or agent of a county who engages in

a sex act with a prisoner incarcerated in a county jail commits an aggravated misdemeanor.
91 Acts, ch 219, §21; 98 Acts, ch 1094, §1

709.17 Repealed by 98 Acts, ch 1090, § 80, 84. See § 915.44.

709.18 Sexual abuse of a corpse.
1. A person commits sexual abuse of a human corpse if the person knowingly and

intentionally engages in a sex act, as defined in section 702.17, with a human corpse.
2. A person who violates this section commits a class “D” felony.
96 Acts, ch 1006, §1; 2007 Acts, ch 91, §2; 2010 Acts, ch 1074, §4
[T] Section amended

709.19 No-contact order upon defendant’s release from jail or prison.
1. Upon the filing of an affidavit by a victim, or a parent or guardian on behalf of a minor

who is a victim, of a crime that is a sexual offense in violation of section 709.2, 709.3, 709.4,
709.8, 709.9, 709.11, 709.12, 709.14, 709.15, or 709.16, that states that the presence of or
contact with the defendant whose release from jail or prison is imminent or who has been
released from jail or prison continues to pose a threat to the safety of the victim, persons
residing with the victim, or members of the victim’s immediate family, the court shall enter
a temporary no-contact order which shall require the defendant to have no contact with the
victim, persons residing with the victim, or members of the victim’s immediate family.
2. A temporary restraining order issued under this section shall expire at such time as the

court directs, not to exceed ten days from the date of issuance. The court, for good cause
shown before expiration of the order, may extend the expiration date of the order for up to
ten days, or for a longer period agreed to by the adverse party.
3. Upon motion of the party, the court shall issue a no-contact order which shall require

the defendant to have no contact with the victim, persons residingwith the victim, ormembers
of the victim’s immediate family if the court, after a hearing, finds by a preponderance of the
evidence, that the defendant poses a threat to the safety of the victim, persons residing with
the victim, or members of the victim’s immediate family.
4. A no-contact order shall set forth the reasons for the issuance of the order, be specific

in terms, and describe in reasonable detail the purpose of the order.
5. The court shall set the duration of the no-contact order for the period it determines is

necessary to protect the safety of the victim, persons residing with the victim, or members of
the victim’s immediate family, but the duration shall not be set for a period in excess of one
year from the date of the issuance of the order. The victim, at any time within ninety days
before the expiration of the order, may apply for a new no-contact order under this section.
6. Violation of a no-contact order issued under this section constitutes contempt of court

and may be punished by contempt proceedings.
2002 Acts, ch 1085, §1; 2003 Acts, ch 108, §113

709.20 Sexual abuse — no-contact order. Repealed by 2006 Acts, ch 1101, § 21. See
§ 664A.3.
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709.21 Invasion of privacy — nudity.
1. A person who knowingly views, photographs, or films another person, for the purpose

of arousing or gratifying the sexual desire of any person, commits invasion of privacy if all
of the following apply:
a. The other person does not have knowledge about and does not consent or is unable to

consent to being viewed, photographed, or filmed.
b. The other person is in a state of full or partial nudity.
c. The other person has a reasonable expectation of privacy while in a state of full or

partial nudity.
2. As used in this section:
a. “Full or partial nudity” means the showing of any part of the human genitals or pubic

area or buttocks, or any part of the nipple of the breast of a female, with less than fully opaque
covering.
b. “Photographs or films” means the making of any photograph, motion picture film,

videotape, or any other recording or transmission of the image of a person.
3. A person who violates this section commits a serious misdemeanor.
2004 Acts, ch 1099, §1

709.22 Prevention of further sexual assault — notification of rights.
1. If a peace officer has reason to believe that a sexual assault as defined in section 915.40

has occurred, the officer shall use all reasonable means to prevent further violence including
but not limited to the following:
a. If requested, remaining on the scene of the alleged sexual assault as long as there is a

danger to the victim’s physical safety without the presence of a peace officer, including but
not limited to staying in the dwelling unit or residence when it is the scene of the alleged
sexual assault, or if unable to remain on the scene, assisting the victim in leaving the scene.
b. Assisting a victim in obtaining medical treatment necessitated by the sexual assault,

including providing assistance to the victim in obtaining transportation to the emergency
room of the nearest hospital.
c. Providing a victim with immediate and adequate notice of the victim’s rights. The

notice shall consist of handing the victim a document that includes the telephone numbers
of shelters, support groups, and crisis lines operating in the area and contains a copy of the
following statement written in English and Spanish; asking the victim to read the statement;
and asking whether the victim understands the rights:

(1) You have the right to ask the court for help with any of the
following on a temporary basis:
(a) Keeping your attacker away from you, your home, and your

place of work.
(b) The right to stay at your home without interference from

your attacker.
(c) The right to seek a no-contact order under section 664A.3 or

915.22, if your attacker is arrested for sexual assault.
(2) You have the right to register as a victim with the county

attorney under section 915.12.
(3) You have the right to file a complaint for threats, assaults, or

other related crimes.
(4) You have the right to seek restitution against your attacker

for harm to you or your property.
(5) You have the right to apply for victim compensation.
(6) You have the right to contact the county attorney or local law

enforcement to determine the status of your case.
(7) If you are in need of medical treatment, you have the

right to request that the officer present assist you in obtaining
transportation to the nearest hospital or otherwise assist you.
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(8) You have the right to a sexual assault examination performed
at state expense.
(9) You have the right to request the presence of a victim

counselor, as defined in section 915.20A, at any proceeding related
to an assault including a medical examination.
(10) If you believe that police protection is needed for your

physical safety, you have the right to request that the officer present
remain at the scene until you and other affected parties can leave
or until safety is otherwise ensured.

2. A peace officer is not civilly or criminally liable for actions taken in good faith pursuant
to this section.
2005 Acts, ch 158, §45; 2006 Acts, ch 1101, §15; 2008 Acts, ch 1068, §1; 2009 Acts, ch 133,

§176, 177
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Child Abuse Overview 

Child abuse is not a new phenomenon.  The abuse and neglect of children has been documented 
for more than two thousand years.  However, attempts to prevent child abuse are relatively new. 

The first documented legal response to child abuse in the United States occurred in 1874.  The 
New York Society for the Prevention of Cruelty to Animals pleaded in court to have an eight-
year-old child removed from her abusive and neglectful environment.  Since there were no child 
abuse laws, the Society argued that the child was, in fact, an animal, and should be provided the 
same protection as other animals.  During the last few decades of the 1800s, societies to protect 
children from cruelty were formed in many states. 

The next movement to protect children came as the result of several pediatricians publishing 
articles about children suffering multiple fractures and brain injuries at the hands of their 
caretakers.  In 1961, Dr. C. Henry Kempe, then president of the American Academy of 
Pediatrics, held a conference on the “battered child syndrome,” in which he outlined a “duty” to 
the child to prevent “repetition of trauma.”  The Battered Child Syndrome Conference resulted in 
many states passing laws to protect children from physical abuse. 

Child abuse is now recognized as a problem of epidemic proportions.  Child abuse has serious 
consequences that may remain as indelible pain throughout the victim’s lifetime.  The violence 
and negligence of parents and caretakers serve as a model for children as they grow up.  The 
child victims of today, without protection and treatment, may become the child abusers of 
tomorrow. 

As with any social issue, child abuse is a problem for the entire community.  Achieving the goals 
of protective services requires the coordination of many resources.  Each professional group and 
agency involved with a family assumes responsibility for specific elements of the child 
protective service process. 



2 Child Abuse:  A Guide for Mandatory Reporters 

July 1, 2010 Comm. 164 

National Data 

Nationally, the 2008 “Child Maltreatment Report,” published by the U.S. Department of 
Health and Human Services Children’s Bureau, indicates that an estimated 3.3 million 
reports of child abuse involving 6 million children were made to child protection agencies 
that year, and that approximately 63% were accepted for investigation or assessment. 

One-fourth of the investigations and assessments (25%) confirmed child abuse.  There 
were an estimated 794,000 victims of child abuse nationwide.  The rate of victimization 
was 10.3 per 1,000 children.  The highest victimization rates were for the birth to age 1 
group (21.7 per 1,000 children).  There was no prior history of victimization for 75% of all 
victims.   

National studies continue to indicate that only about one-third of maltreated children are 
reported to child protection agencies.  Significant numbers of victims remain unidentified 
without protection and treatment. 

In 1985, the U.S. Surgeon General declared family violence to be a national epidemic.  At 
that time, an estimated 3.3 million children were exposed to violence by a family member 
against a mother or female caretaker.  The U.S. Advisory Board on Child Abuse and 
Neglect found domestic violence to be the single major precursor to child abuse and 
neglect fatalities in the United States.  Child abuse is 15 times more likely to occur in 
homes where adult domestic violence is present. 

According to the Effective Intervention in Domestic Violence & Child Maltreatment Cases:  
Guide for Policy and Practice, published by the National Council of Juvenile and Family 
Court Judges in 1999, “domestic violence perpetrators do not victimize only adults.  Recent 
reviews of more than two decades of studies have revealed that in families where women 
are abused, many of their children also are maltreated. 

According to the Iowa Attorney General’s Office, Crime Victim Assistance Division, from 
January 1995 through April 2010, 209 Iowans have been killed in domestic abuse 
homicides.  During that period:  

♦ 138 women were killed by their spouse, former spouse, boyfriend, or intimate partner;  
♦ 24 men were killed by their partners;  
♦ 46 bystanders were killed, including 25 children;  
♦ 168 minor children survived the murder of their mother or father; and  
♦ 67 children were present at the scene of a parent’s murder.   



Child Abuse:  A Guide for Mandatory Reporters 3 

Comm. 164 July 1, 2010 

Although many adults believe they have protected their child from exposure to domestic 
violence, 80% to 90% of children in those homes can give detailed descriptions of the 
violence experienced in their families.  (Doyne, S. Bowermasyer, J. & Meloy, R. (1999).  
“Custody Disputes Involving Domestic Violence:  Making Children’s Needs a Priority,” 
Juvenile & Family Court Journal, 50, (2)). 

The U.S. Advisory Board on Child Abuse suggests that domestic violence may be the 
single major precursor to child fatalities in this country.  

Varying by samples selected and types of data gathered, the majority of these studies have 
found that a substantial proportion, ranging from 30 to 60 percent, of battered mothers’ 
children also are maltreated.  Children who are abused physically or sexually or witness 
violence tend to exhibit more developmental, cognitive, emotional, and social behavior 
problems, including depression and increased aggression, than other children.” 

Iowa Response 

Iowa’s child abuse reporting law, Iowa Code sections 232.67 through 232.75, was initially 
enacted in 1978 and has been amended several times since then.  The intent of the law is to 
identify children who are victims of abuse.  The law also provides for a professional 
assessment to determine if abuse has occurred.  Accompanying the assessment are 
protective services designed to protect, treat, and prevent further maltreatment. 

The purpose of the Iowa law is to provide the greatest possible protection to children by 
encouraging the reporting of suspected child abuse.  The state respects the bond between 
parent and child.  However, the state does assert the right to intervene for the general 
welfare of the child when there is a clear and present danger to the child’s health, welfare, 
and safety.  The state does not intend to interfere with reasonable parental discipline and 
child-rearing practices that are not injurious to the child. 

According to Iowa statute, the Department of Human Services (DHS) has the responsibility 
to assess reports of suspected child abuse.  DHS is the agency designated by law to receive 
reports of suspected child abuse and neglect. 

In calendar year 2009, DHS accepted 25,814 reports for assessment.  After completing the 
assessment of the allegations, DHS confirmed that abuse occurred in 8,867 (34%) of the 
assessed reports.  There were 12,442 child victims named in the confirmed and founded 
reports.  Some children suffered multiple types of abuse or repeat maltreatment.  These 
results represent a rate of 15.6 per 1,000 Iowa children abused for 2009. 
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Iowa Confirmed Child Abuse in Calendar Year 2006 - 2009 

 Percentage of Total Confirmed or  
Founded Abuse 

Type of Abuse 2006 2007  2008  2009 

Denial of critical care 77.2% 78.87% 79.4% 81.0% 

Physical abuse 10.0% 9.35% 10.8% 9.0% 

Presence of illegal drugs 7.2% 6.63% 3.86% 3.6% 

Sexual abuse 4.1% 3.81% 3.86% 3.8% 

Cohabitation with registered sex 
offender* 

0.7% 0.84% 1.11% 0.6% 

Manufacturing or possession of 
dangerous substance with intent to 
manufacture 

0.5% 0.34% 0.67% 0.45% 

Mental injury 0.1% 0.12% 0.20% 0.1% 

Child prostitution 0.0% 0.0% 0.0% 0.0% 

Bestiality in the presence of a minor  0.0% 0.0% 0.0% 0.0% 

* This type of abuse was revised by legislative action effective July 1, 2009, to allow access by a registered 
sex offender.   

Source:  DHS Division of Results-Based Accountability reports of child abuse allegations 
that were confirmed or founded in calendar years 2006, 2007, 2008, and 2009.  (Note:  A 
victim may have suffered more than one type of abuse.)  

DHS works closely with physicians, nurses, educators, mental health practitioners, law 
enforcement agencies, and the judiciary.  These parties are involved in the identification, 
reporting, assessment, and treatment of cases of child maltreatment.  Ultimately, children 
can be kept safer from abuse and neglect through increased community ownership, 
responsibility, and involvement.  One entity (whether legislators, DHS, physicians, 
educators, or local law enforcement) alone cannot eliminate “child abuse.”  The safety of 
children depends upon how well communities support families, organize basic systems, 
and make inclusive decisions about available resources. 

Partnerships that involve parents, neighbors, and grassroots community groups, in addition 
to public agencies and non-profit organizations, create community ownership, 
responsibility, and involvement.  The vision of partnerships has evolved with the 
realization that “one size does not fit all.”  Through partnerships, its citizens define a 
community’s needs, and services can be tailored to the particular needs and strengths of 
individual communities.  
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The child abuse reporting law is only one type of Iowa statute designed to deal with child 
abuse.  Juvenile justice laws authorize the court to provide protection for children through 
supervision in their own homes or in substitute care.  Criminal laws are separate from the 
child abuse reporting and juvenile justice laws.  Criminal laws provide for prosecution of 
alleged perpetrators in cases where a criminal act has been committed. 

Am I a Mandatory Reporter of Child Abuse? 

Iowa law defines classes of people who must make a report of child abuse within 24 hours when 
they reasonably believe a child has suffered abuse.  These “mandatory reporters” are 
professionals who have frequent contact with children, generally in one of six disciplines: 

Health Education Child care 
Mental health Law enforcement Social work 

♦ All licensed physicians and surgeons. 
♦ Physician assistants. 
♦ Dentists. 
♦ Licensed dental hygienists. 
♦ Optometrists. 
♦ Podiatrists. 
♦ Chiropractors. 
♦ Residents or interns in any of the professions listed above. 
♦ Registered nurses. 
♦ Licensed practical nurse. 
♦ Basic and advanced emergency medical care providers. 

Any of the following persons who, in the scope of professional practice or in their employment 
responsibilities, examines, attends, counsels, or treats a child:  

♦ A social worker. 

♦ An employee or operator of a public or private health care facility as defined in Iowa Code 
section 135C.1. 

♦ A certified psychologist. 

♦ A licensed school employee, certified paraeducator, or holder of a coaching authorization 
issued under Iowa Code section 272.31, or an instructor employed by a community college. 



6 Child Abuse:  A Guide for Mandatory Reporters 

July 1, 2010 Comm. 164 

♦ An employee or operator of a licensed child care center, registered child development home, 
Head Start program, Family Development and Self-Sufficiency Grant program under Iowa 
Code section 216A.107, or Healthy Opportunities for Parents to Experience Success – 
Healthy Families Iowa program under Iowa Code section 135.106. 

♦ An employee or operator of a licensed substance abuse program or facility licensed under 
Iowa Code Chapter 125. 

♦ An employee of an institution operated by DHS listed in Iowa Code section 218.1. 
♦ An employee or operator of a juvenile detention or juvenile shelter care facility approved 

under Iowa Code section 232.142. 
♦ An employee or operator of a foster care facility licensed or approved under Iowa Code 

Chapter 237. 
♦ An employee or operator of a mental health center. 
♦ A peace officer. 
♦ A counselor or mental health professional. 
♦ An employee or operator of a provider of services to children funded under a federally 

approved medical assistance home- and community-based services waiver. 

The employer or supervisor of a person who is a mandatory reporter shall not apply a policy, 
work rule, or other requirement that interferes with the person making a report of child abuse. 

Clergy members are not considered to be mandatory reporters unless they are functioning as 
social workers, counselors, or another role described as a mandatory reporter.  If a member of 
clergy provides counseling services to a child, and the child discloses an abuse allegation, then 
the clergy member is mandated to report as a counselor.  (The counseling is provided to a child 
during the scope of the reporter’s profession as a counselor, not clergy.) 

Health 

Health service professionals play many roles in the recognition and treatment of child 
abuse, including the recognition of the abuse, reporting the suspected abuse, crisis 
intervention, and long-term treatment. 

Health services personnel are often the first line of defense in the early detection of child 
abuse.  Most health professionals who treat children are required to be mandatory reporters 
of child abuse. 

Health care professionals are often called upon to work collaboratively with many other 
disciplines, including social work, education, law enforcement, and the courts to ensure a 
multi-disciplinary approach to the recognition and treatment of child abuse. 
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A health care practitioner may, if medically indicated, take or cause to be taken, a 
radiological examination, physical examination, or other medical test of the child or take 
photographs, which would provide medical indications for the child abuse assessment. 

A physician has the authority to keep a child in custody without a court order and without 
the consent of a parent, guardian, or custodian, provided that the child is in a circumstance 
or condition that presents an imminent danger to the child’s life or health.  However, the 
physician must orally notify the court within 24 hours.  The ability to take or keep a child 
in custody is unique to physicians and peace officers. 

Education 

Educators may spend more hours per day with children than their families.  That’s why the 
role of educators is vital in the mandatory reporting process.  All licensed school 
employees, teachers, coaches and paraeducators are mandatory reporters. 

The involvement of educators in the reporting of child abuse is mandated or supported by 
federal standards and regulations and state laws, policies and procedures.  Each of these 
government levels provides authority for, encourages, or mandates educator involvement in 
the reporting process by stating what is required of the educator and how that obligation is 
to be fulfilled. 

The primary authority at the federal level is the Federal Family Education Rights and 
Privacy Act (FERPA) of 1974.  FERPA, which governs the release of information from 
school records, does not bar the reporting of suspected child abuse by educators. 

In the majority of cases, educators will be relying not on school records, but on their own 
personal knowledge and observations when reporting child abuse.  Because no school 
records are involved in these cases, FERPA does not apply. 

In a small number of cases, it may be necessary to consult school records to determine 
whether a report of child abuse should be made.  Ordinarily parental consent is required 
before information contained in school records can be released.  However, there are 
exceptions that can apply in cases of child abuse. 

Some local school systems and boards of education have enacted school policies and 
procedures regarding child abuse reporting.  The policies and procedures support state law 
with regard to reporting and often provide internal mechanisms to be followed when a 
report of child abuse is made. 

Local school policy may specify that parents be notified when the school makes a report of 
child abuse.  If so, notify DHS of that local policy when making the report of child abuse. 

Sometimes local procedure may require that administrative staff be notified when a report 
of child abuse is made and a copy of the written report be filed. 
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Child Care 

Child care providers play a critical role in keeping children safe.  It is very important for 
them to report when they suspect child abuse.  Child care providers include child care staff, 
foster parents, and residential care personnel.  All of these people are mandatory reporters.  
A child care provider who suspects that a child has been abused should report that to DHS 
and to the licensing worker. 

Mental Health 

Mental health professionals are often trusted with intimate information about children and 
families.  This makes their role critical when reporting child abuse.  All counseling 
providers, even those who are self-employed, are mandatory reporters of child abuse in 
regard to the child they counsel. 

Law Enforcement 

Law enforcement officers play a very important role in protecting our children from child 
abuse.  Law enforcement officers are seen as a symbol of public safety.  They are in an 
excellent position to raise community awareness about child abuse. 

Law enforcement officers often encounter situations that involve child abuse.  For example, 
on domestic calls or during drug arrests the officer may learn of information that 
constitutes an allegation of child abuse.  Children residing in homes where 
methamphetamine is being manufactured or where precursors are present constitutes an 
allegation of child abuse as well as possible criminal charges.  Law enforcement is 
mandated to report to DHS. 

Law enforcement officers who suspect child abuse in the line of duty are required to report 
that abuse to the Department of Human Services as soon as they suspect it.  Law 
enforcement officers need to follow the same procedures as all mandatory reporters in 
reporting child abuse. 

Law enforcement and child protective services may need to work together.  Sometimes 
child protective service workers must visit isolated, dangerous locations and deal with 
unstable, violent, or substance abusing individuals. 

Generally, child protective service workers do not have on-site communications (radio, car 
phone, etc.), weapons, or special training in self-protection.  It is often necessary for law 
enforcement personnel to accompany child protective workers to conduct their assessment.  
Failure to have proper backup may have unfortunate consequences to both the child 
protection worker and the child that may have been abused. 
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Law enforcement has the power to arrest and to enforce any standing orders of the court.  
When it is necessary to remove a child from the child’s home, law enforcement officers are 
often called upon for assistance.  Law enforcement has the general authority to take 
custody of children. 

Law enforcement is often able to react to emergency situations faster than child protective 
service.  Law enforcement is also available 24 hours a day, while the child protection 
worker after hour response is limited in some communities. 

Others Required to Report 

Some employers may have specific policies that require certain training and reporting 
procedures regarding child abuse for their staff, even when they are not by law considered 
mandatory reporters.  Reporters who by law are not considered mandatory reporters will be 
considered permissive reporters regardless of the employer’s requirements. 

Iowa Administrative Code 441--175.23(2) mandates certified adoption investigators and 
DHS income maintenance workers to report suspected abuse.  Income maintenance 
workers and certified adoption investigators are “mandated,” not mandatory reporters.  As 
such, they are not required to make a written report, although they may do so if they wish.  
They receive the same information and notices as permissive reporters.  They are not 
entitled to written notification that the assessment has been completed nor to a copy of 
information placed on the Registry.  However, they may receive a copy of the report if they 
have another role with the child that allows access to the summary.  

How Do I Report Child Abuse? 

Call 1-800-362-2178.  According to Iowa Code section 232.70, if you are a mandatory reporter 
of child abuse and you suspect a child has been abused, you need to report it to the Department 
of Human Services.  The law requires you to report suspected child abuse to DHS orally within 
24 hours of becoming aware of the situation.  You must also make a report in writing within 48 
hours after your oral report.  The employer or supervisor of a person who is a mandatory or 
permissive reporter shall not apply a policy, work rule, or other requirement that interferes with 
the person making a report of child abuse. 

As a mandatory reporter, you are also required to make an oral report to law enforcement if 
you have reason to believe that immediate protection of the child is necessary. 

The law requires the reporting of suspected child abuse.  It is not the reporter’s role to validate 
the abuse.  The law does not require you to have proof that the abuse occurred before reporting.  
The law clearly specifies that reports of child abuse must be made when the person reporting 
“reasonably believes a child has suffered abuse.”   
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Reports are made in terms of the child’s possible condition, not in terms of an accusation against 
parents.  A report of child abuse is not an accusation, but a request to determine whether child 
abuse exists and begin the helping process. 

Making a report of child abuse may be difficult.  You may have doubts about whether the 
circumstances merit a report, how the parents will react, what the outcome will be, and whether 
or not the report will put the child at greater risk.  The best way to minimize the difficulty of 
reporting is to: 

♦ Be knowledgeable about the reporting requirements, and 
♦ Be aware of the Department’s intake criteria and the response that is initiated by making a 

report. 

Within 24 hours of receiving your report, you will be orally notified whether or not the report has 
been accepted or rejected.  Within five working days, you will also be sent form 470-3789, 
Notice of Intake Decision, indicating whether the report of child abuse was accepted or rejected. 

Reporting Procedures 

If you see a child that is in imminent danger, immediately contact law enforcement, to 
provide immediate assistance to the child.  Law enforcement is the only profession that can 
take a child into custody in that situation.  After you have notified law enforcement, then 
call DHS. 

To report a suspected case of child abuse: 

♦ Call 1-800-362-2178. 
♦ Then, follow up by making a written report within 24 hours. 

Oral and written reports should contain the following information, if it is known: 

♦ The names and home address of the child and the child’s parents or other persons 
believed to be responsible for the child’s care. 

♦ The child’s present whereabouts. 

♦ The child’s age. 

♦ The nature and extent of the child’s injuries, including any evidence of previous 
injuries. 

♦ The name, age, and condition of other children in the same household. 

♦ Any other information that you believe may be helpful in establishing the cause of the 
abuse or neglect to the child. 

♦ The identity of the person or persons responsible for the abuse or neglect to the child. 

♦ Your name and address. 
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A sample copy of form 470-0665, Report of Suspected Child Abuse, is included at the end 
of this Guide.  This form is available from the DHS website (http://www.dhs.state.ia.us).  
This specific form is not required, but you may use it as a guide in making a report of child 
abuse. 

If you suspect sexual abuse of a child under the age of 12 by a non-caretaker, you are 
required by law to make a report of child abuse to DHS.  If the child is aged 12 or older, 
you may report the sexual abuse by a non-caretaker but you are not required by law to do 
so.  DHS must report all sexual abuse allegations to law enforcement within 72 hours. 

Waiver of Confidentiality 

The issues of confidentiality and privileged communication are often areas of concern for 
mental health and health service professionals.  Rules around confidentiality and privileged 
communication are waived during the child abuse assessment process (once a report of 
child abuse becomes a case). 

Iowa Code section 232.71B indicates that the Department may request information from 
any person believed to have knowledge of a child abuse case.  County attorneys, law 
enforcement officers, social services agencies, and all mandatory reporters (whether or not 
they made the report of suspected abuse) are obligated to cooperate and assist with the 
child abuse assessment upon the request of the Department. 

Confidentiality is waived in Iowa Code section 232.74, which reads: 

Sections 622.9 (on communication between husband and wife) and 622.10 (on 
communication in professional confidence) and any statute or rule of evidence which 
excludes or makes privileged the testimony of health practitioners or mental health 
professionals as to confidential communications do not apply to evidence regarding a 
child’s injuries or the cause of the injuries in any judicial proceeding, civil or criminal, 
resulting from a report of child abuse. 

Physician privilege is waived in cases of suspected child abuse.  Physicians are allowed to 
share whatever information is necessary with the Department of Human Services to 
facilitate a thorough assessment. 

It is a good idea to let your clients know your status as a child abuse reporter at the onset of 
treatment.  This will help establish an open relationship and minimize the client’s feelings 
of betrayal if a report needs to be made.  Making a child abuse referral does not necessarily 
mean that your relationship with the child and family will end, especially when you are 
able to support the family during the assessment process. 

When possible, discuss the need to make a child abuse report with the family.  However, be 
aware that there are certain situations where if the family is warned about the assessment 
process, the child may be at risk for further abuse, or the family may leave with the child. 
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In situations where you are not required to make a child abuse report, ethically you need to 
address these concerns in a therapeutic setting.  Refer to your Professional Code of Ethics 
for further clarification on issues surrounding child abuse. 

Immunity From Liability 

Iowa Code section 232.73 provides immunity from any civil or criminal liability which 
might otherwise be incurred when a person participates in good faith in: 

♦ Making a report, photographs, or x-rays, 
♦ Performing a medically relevant test, or 
♦ Assisting in an assessment of a child abuse report. 

A person has the same immunity with respect to participation in good faith in any judicial 
proceeding resulting from the report or relating to the subject matter of the report. 

As used in this section and section 232.77, “medically relevant test” means a test that 
produces reliable results of exposure to cocaine, heroin, amphetamine, methamphetamine, 
or other illegal drugs, or their combinations or derivatives, including a drug urine screen 
test. 

Sanctions for Failure to Report Child Abuse 

Iowa Code section 232.75 provides for civil and criminal sanctions for failing to report 
child abuse.  Any person, official, agency, or institution required by this chapter to report a 
suspected case of child abuse who knowingly and willfully fails to do so is guilty of a 
simple misdemeanor. 

Any person, official, agency, or institution required by Iowa Code section 232.69 to report 
a suspected case of child abuse who knowingly fails to do so, or who knowingly interferes 
with the making of such a report in violation of section 232.70, is civilly liable for the 
damages proximately caused by such failure or interference.  

Sanctions for Reporting False Information 

The act of reporting false information regarding an alleged act of child abuse to DHS or 
causing false information to be reported, knowing that the information is false or that the 
act did not occur, is classified as simple misdemeanor under Iowa Code section 232.75, 
subsection 3. 
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If DHS receives a fourth report which identifies the same child as a victim of child abuse 
and the same person as the alleged abuser or which is from the same person, and DHS 
determined that the three earlier reports were entirely false or without merit, DHS may: 

♦ Determine that the report is again false or without merit due to the report’s spurious or 
frivolous nature. 

♦ Terminate its assessment of the report. 

♦ Provide information concerning the reports to the county attorney for consideration of 
criminal charges. 

Indicators of Possible Child Abuse 

The following physical and behavioral indicators are listed as signs of possible child abuse 
for you to consider in making your report.  These indicators need to be evaluated in the 
context of the child’s environment.  The presence of one or more of these symptoms does 
not necessarily prove abuse.  These lists are examples and are not all-inclusive. 

Physical Indicators 
♦ Bruises and welts on the face, lips, mouth, torso, back, buttocks, or thighs in various 

stages of healing 
♦ Bruises and welts in unusual patterns reflecting the shape of the article used (e.g., 

electric cord, belt buckle) or in clusters indicating repeated contact 
♦ Bruises on infant, especially facial bruises 
♦ Subdural hematomas, retinal hemorrhages, internal injuries 
♦ Cigarette burns, especially on the soles, palms, backs or buttocks 
♦ Immersion burns (sock-like, glove-like, doughnut-shaped) on buttocks or genitalia 
♦ Burns patterned like an electric element, iron or utensil 
♦ Rope burns on arms, legs, neck or torso 
♦ Fractures of the skull, nose, ribs or facial structure in various stages of healing 
♦ Multiple or spiral fractures 
♦ Unexplained (or multiple history for) bruises, burns or fractures 
♦ Lacerations or abrasions to the mouth, frenulum, lips, gums, eyes or external genitalia 
♦ Bite marks or loss of hair 
♦ Speech disorders, lags in physical development, ulcers 
♦ Asthma, severe allergies or failure to thrive 
♦ Consistent hunger, poor hygiene, inappropriate dress 
♦ Consistent lack of supervision; abandonment 
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♦ Unattended physical or emotional problems or medical needs 
♦ Difficulty in walking or sitting 
♦ Pain or itching in the genital area 
♦ Bruises, bleeding or infection in the external genitalia, vaginal or anal areas 
♦ Torn, stained or bloody underclothing 
♦ Frequent urinary or yeast infections 
♦ Venereal disease, especially in pre-teens 
♦ Pregnancy 
♦ Substance abuse – alcohol or drugs 
♦ Positive test for presence of illegal drugs in the child’s body 

Behavior Indicators 
♦ Afraid to go home; frightened of parents 
♦ Alcohol or drug abuse 
♦ Apprehensive when children cry, overly concerned for siblings 
♦ Begging, stealing or hoarding food 
♦ Behavioral extremes, such as aggressiveness or withdrawal 
♦ Complaints of soreness, uncomfortable movement 
♦ Constant fatigue, listlessness or falling asleep in class 
♦ Delay in securing or failure to secure medical care 
♦ Delinquent, runaway or truant behaviors 
♦ Destructive, antisocial or neurotic traits, habit disorders 
♦ Developmental or language delays 
♦ Excessive seductiveness or promiscuity 
♦ Extended stays at school (early arrival and late departure) 
♦ Extreme aggression, rage, or hyperactivity 
♦ Fear of a person or an intense dislike of being left with someone 
♦ Frequently absent or tardy from school or drops out of school or sudden school 

difficulties 
♦ History of abuse or neglect provided by the child 
♦ Inappropriate clothing for the weather 
♦ Massive weight change 
♦ Indirect allusions to problems at home such as, “I want to live with you” 
♦ Lack of emotional control, withdrawal, chronic depression, hysteria, fantasy or infantile 

behavior 
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♦ Lags in growth or development 
♦ Multiple or inconsistent histories for a given injury 
♦ Overly compliant, passive, undemanding behavior; apathy 
♦ Poor peer relationships; shunned by peers 
♦ Poor self-esteem, self-devaluation, lack of confidence or self-destructive behavior 
♦ Role-reversal behavior or overly dependent behavior; states there is no caretaker 
♦ Suicide attempts 
♦ Unusual interest in or knowledge of sexual matters, expressing affection in 

inappropriate ways 
♦ Wary of adult contacts, lack of trust, uncomfortable with or threatened by physical 

contact or closeness 

What Is Child Abuse Under Iowa Law? 

DHS has the legal authority to conduct an assessment of child abuse when it is alleged that: 

♦ The victim is a child. 

♦ The child is subjected to one or more of the nine categories of child abuse defined in Iowa 
Code section 232.68: 

• Physical abuse 
• Mental injury 
• Sexual abuse 
• Denial of critical care 
• Child prostitution 

• Presence of illegal drugs 
• Manufacturing or possession of a dangerous substance 
• Bestiality in the presence of a minor 
• Allows access by a registered sex offender 
• Allows access to obscene material 

♦ The abuse is the result of the acts or omissions of the person responsible for the care of the 
child. 

Child 

A child is defined in Iowa Code section 232.68 as any person under the age of 18 years. 

The victim of child abuse is a person under the age of 18 who has suffered one or more of 
the categories of child abuse as defined in Iowa law (physical abuse, mental injury, sexual 
abuse, denial of critical care, child prostitution, presence of illegal drugs, manufacturing or 
possession of a dangerous substance or bestiality in the presence of a minor. 
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Caretaker 

A perpetrator of child abuse must be a person responsible for the care of a child.  A person 
responsible for the care of a child is defined in Iowa Code section 232.68 as: 

 a. Parent, guardian, or foster parent. 

 b. A relative or any other person with whom the child resides and who assumes care or 
supervision of the child, without reference to the length of time or continuity of such 
residence. 

 c. An employee or agent of any public or private facility providing care for a child, 
including an institution, hospital, health care facility, group home, mental health 
center, residential treatment center, shelter care facility, detention center, or child 
care facility. 

 d. Any person providing care for a child, but with whom the child does not reside, 
without reference to the duration of the care. 

A person who assumes responsibility for the care or supervision of the child may assume 
such responsibility through verbal or written agreement, or implicitly through the willing 
assumption of the caretaking role. 

Perpetrators of child abuse come from all walks of life, races, religions, and nationalities.  
They come from all professions and represent all levels of intelligence and standards of 
living.  There is no single social strata free from incidents of child abuse. 

Abusive parents may show disregard for the child’s own needs, limited abilities, and 
feelings.  Many abusive parents believe that children exist to satisfy parental needs and that 
the child’s needs are unimportant.  Children who don’t satisfy the parent’s needs may 
become victims of child abuse. 

Sexual abusers may have deviant personality traits and behaviors that can result in sexual 
contact with a child.  Sexual abuse perpetrators sometimes use threats, bribery, coercion or 
force to engage a child in sexual activity.  They violate the trust that a child inherently 
places in them for care and protection, and exploit the power and authority of their position 
as a trusted caretaker in order to sexually misuse a child.  Often the child is threatened or 
warned “not to tell,” creating a conspiracy of silence about the abuse. 
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Educators as Caretakers 

Normally teachers are not considered caretakers in the teaching and supervising of 
children.  Note:  If there is an accusation of child abuse (physical abuse, sexual abuse 
or child prostitution) by an employee in the school district, every school district will 
have policies and procedures in place which they will follow. 

Iowa Code section 280.17 requires that “board of directors of a public school and the 
authorities in control of a nonpublic school prescribe procedures, in accordance with 
the guidelines contained in the model policy developed by the Department of 
Education in consultation with the Department of Human Services, and adopted by 
the Department of Education, for handling reports of child abuse, alleged to have 
been committed by an employee or agent of the public or nonpublic school.” 

The jurisdiction established by 281 Iowa Administrative Code 102.3, for reports of 
child abuse alleged to have been committed by an employee or agent of a public or 
nonpublic school, is “acts of the school employee on school grounds, on school 
time, on a school-sponsored activity, or in a school-related context.” 

There are times when an educator may be in the role of a caretaker and outside the 
jurisdiction of the school.  For example, a teacher could be considered a caretaker if 
the teacher is responsible for supervising a child on an overnight trip. 

DHS will review reports of child abuse alleged to have been committed by an 
employee or agent of a public or nonpublic school to determine if a joint assessment 
with school investigative personnel is appropriate.  Where jurisdiction is unclear or 
there are other extenuating circumstances, DHS may initiate an assessment. 

Children as Caretakers 

Children are sometimes caretakers for other children and may be responsible for 
abusing a child in their care.  Children may be in a caretaker role, for example, as a 
baby-sitter.  An adult caretaker may be considered responsible if they delegated care 
responsibilities to an inappropriate minor caregiver. 

A mandatory reporter who suspects that abuse has occurred when one child is caring 
for another is required by law to make a child abuse report.  DHS will then determine 
if any action should be taken. 
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Physical Abuse 

“Physical abuse” is defined as any non-accidental physical injury, or injury which is at 
variance with the history given of it, suffered by a child as the result of the acts or 
omissions of a person responsible for the care of the child. 

Common indicators could include unusual or unexplained burns, bruises, or fractures.  
Health services personnel should be especially alert to cases of child abuse where 
inconsistent histories are presented.  Inconsistent histories can take the form of an 
explanation that does not fit the degree or type of injury to the child, or where the story or 
explanation of the injury changes over time. 

Some indicators of child abuse are not visible on the child’s body.  Many times there are no 
physical indicators of abuse.  A child’s behavior can change as a result of abuse.  Health 
services personnel need to be alert to possible behavioral indicators of abuse and if they 
believe those to be present, they are required to make a report.  Behavioral indicators 
include behaviors such as: 

♦ Extreme aggression. 
♦ Withdrawal. 
♦ Seductive behaviors. 
♦ Being uncomfortable with physical contact or closeness. 

Mental Injury 

“Mental injury” is defined as any mental injury to a child’s intellectual or psychological 
capacity as evidenced by an observable and substantial impairment in the child’s ability to 
function within the child’s normal range of performance and behavior as the result of the 
acts or omissions of a person responsible for the care of the child, if the impairment is 
diagnosed and confirmed by a licensed physician or qualified mental health professional as 
defined in Iowa Code section 622.10. 

Examples of mental injury may include: 

♦ Ignoring the child and failing to provide necessary stimulation, responsiveness, and 
validation of the child’s worth in normal family routine. 

♦ Rejecting the child’s value, needs, and request for adult validation and nurturance. 

♦ Isolating the child from the family and community; denying the child normal human 
contact. 

♦ Terrorizing the child with continual verbal assaults, creating a climate of fear, 
hostility, and anxiety, thus preventing the child from gaining feelings of safety and 
security. 
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♦ Corrupting the child by encouraging and reinforcing destructive, antisocial behavior 
until the child is so impaired in socioemotional development that interaction in normal 
social environments is not possible. 

♦ Verbally assaulting the child with constant, excessive name-calling, harsh threats, and 
sarcastic put downs that continually “beat down” the child’s self-esteem with 
humiliation. 

♦ Overpressuring the child with subtle but consistent pressure to grow up fast and to 
achieve too early in the areas of academics, physical or motor skills, or social 
interaction, which leaves the child feeling that he or she is never quite good enough. 

Sexual Abuse 

“Sexual abuse” is defined as the commission of a sexual offense with or to a child pursuant 
to Iowa Code Chapter 709, Iowa Code section 726.2, or Iowa Code section 728.12, 
subsection 1, as a result of the acts or omissions of the person responsible for the care of 
the child. 

Notwithstanding Iowa Code section 702.5, the commission of a sexual offense under this 
paragraph includes any sexual offense referred to in this paragraph with or to a person 
under the age of 18 years. 

There are several sub-categories of sexual abuse: 

♦ First degree sexual abuse 
♦ Second degree sexual abuse 
♦ Third degree sexual abuse 
♦ Lascivious acts with a child 
♦ Indecent exposure 
♦ Assault with intent to commit sexual 

abuse 
♦ Indecent contact with a child 

♦ Lascivious conduct with a minor 
♦ Incest 
♦ Sexual exploitation by a counselor or 

therapist 
♦ Sexual exploitation of a minor 
♦ Sexual misconduct with offenders and 

juveniles 
♦ Invasion of privacy-nudity 

Behavioral indicators of sexual abuse could include things such as excessive knowledge of 
sexual matters beyond their normal developmental age or seductiveness.  Physical 
indicators of sexual abuse could include things such as bruised or bleeding genitalia, 
venereal disease, or even pregnancy. 
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Denial of Critical Care 

“Denial of critical care” is defined as the failure on the part of a person responsible for the 
care of a child to provide for the adequate food, shelter, clothing or other care necessary for 
the child’s health and welfare when financially able to do so or when offered financial or 
other reasonable means to do so. 

Note:  What most people think of as an issue of “neglect” is covered under the child abuse 
category of “denial of critical care.” 

A parent or guardian legitimately practicing religious beliefs who does not provide 
specified medical treatment for a child for that reason alone shall not be considered abusing 
the child.  However, this does not preclude a court from ordering that medical service be 
provided to the child where the child’s health requires it. 

Denial of critical care includes the following eight sub-categories: 

♦ Failure to provide adequate food and nutrition to such an extent that there is danger 
of the child suffering injury or death. 

♦ Failure to provide adequate shelter to such an extent that there is danger of the child 
suffering injury or death. 

♦ Failure to provide adequate clothing to such an extent that there is danger of the 
child suffering injury or death. 

♦ Failure to provide adequate health care to such an extent that there is danger of the 
child suffering serious injury or death. 

♦ Failure to provide the mental health care necessary to adequately treat an observable 
and substantial impairment in the child’s ability to function. 

♦ Gross failure to meet the emotional needs of the child necessary for normal 
development evidenced by the presence of an observable and substantial impairment in 
the child’s ability to function within the normal range of performance and behavior. 

♦ Failure to provide proper supervision of a child which a reasonable and prudent 
person would exercise under similar facts and circumstances, to such an extent that 
there is danger of the child suffering injury or death. 

This definition includes cruel and undue confinement of a child and the dangerous 
operation of a motor vehicle when the person responsible for the care of the child is 
driving recklessly or driving while intoxicated with the child in the vehicle. 
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Other situations that fall under this subcategory include: 

• Illegal drug usage by the caretaker of a child 

When you make an allegation of denial of critical care because a child lacks proper 
supervision due to illegal drug usage by a caretaker you may be asked questions to 
help DHS determine the type of drug and the degree of risk to the child. 

Some illegal drugs may have a greater impact on the supervision abilities of the 
caretaker than others.  For example, methamphetamine usage by a child’s caretaker 
has inherent risks to the child given the known effects of methamphetamines.  DHS 
will consider the known effect of the drug named and other information to assess 
risk to the child’s safety.  You may be asked about the child’s access to the drugs 
and about the caretaker’s use of drugs, being under the influence of drugs while 
supervising or transporting child, dealing drugs, possession of weapons etc.  

• Children home alone 

DHS receives many inquiries each year regarding when a child can be left home 
alone safely.  Iowa law does not define an age that is appropriate for a child to be 
left alone.  Each situation is unique.  Examples of questions to help determine 
whether there are safety concerns for the child include: 

 Does the child have any physical disabilities? 
 Could the child get out of the house in an emergency? 
 Does the child have a phone and know how to use it? 
 Does the child know how to reach the caretaker? 
 How long will the child be left home alone? 
 Is the child afraid to be left home alone? 
 Does the child know how to respond to an emergency such as fire or injury? 

• Lice and truancy 

Head lice and truancy are often reported as child abuse allegations.  However, the 
endangerment does not generally rise to the level that must be present to constitute 
a child abuse allegation. 

If other conditions are present or the situation poses a risk to the child’s health and 
welfare, it should be reported as child abuse.  Even if the report is rejected for 
assessment, other services may be offered to the child and family. 

♦ Failure to respond to the infant’s life-threatening conditions by failing to provide 
treatment which in the treating physician’s judgment will be most likely to be effective 
in ameliorating or correcting all conditions.   

This subcategory or the denial of critical care abuse type is also known as “withholding 
of medically indicated treatment.”  The type of treatments included are appropriate 
nutrition, hydration, and medication. 
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The term does not include the failure to provide treatment other than appropriate 
nutrition, hydration, and medication to an infant when, in the treating physician’s 
medical judgment, any of the following circumstances apply: 

• The infant is chronically and irreversibly comatose. 

• The provision of treatment would merely prolong dying, not be effective in 
ameliorating or correcting all of the infant’s life-threatening conditions, or 
otherwise be futile in terms of the survival of the infant. 

• The provision of the treatment would be virtually futile in terms of the survival of 
the infant and the treatment itself under the circumstances would be inhumane. 

Child Prostitution 

“Child prostitution” is defined as the acts or omissions of a person responsible for the care 
of a child which allow, permit, or encourage the child to engage in acts prohibited pursuant 
to Iowa Code section 725.1.  Notwithstanding Iowa Code section 702.5, acts or omissions 
under this paragraph include an act or omission referred to in this paragraph with or to a 
person under the age of 18 years. 

Note:  “Prostitution” is defined as a person who sells or offers for sale the person’s services 
as a partner in a sex act, or who purchases or offers to purchase such services. 

Presence of Illegal Drugs 

“Presence of illegal drugs” is defined as occurring when an illegal drug is present in a 
child’s body as a direct and foreseeable consequence of the acts or omissions of the person 
responsible for the care of the child. 

Iowa Code section 232.77 states that, “If a health practitioner discovers in a child physical 
or behavioral symptoms of the effect of exposure to cocaine, heroin, amphetamine, 
methamphetamine, or other illegal drugs or combination or derivatives thereof, which were 
not prescribed by a health practitioner, or if the health practitioner has determined through 
examination of the natural mother of the child that the child was exposed in utero, the 
health practitioner may perform or cause to be performed a medically relevant test as 
defined section 232.73, on the child.  The practitioner shall report any positive results of 
such a test on the child to the department.  The department shall begin an assessment 
pursuant to section 232.71B upon receipt of such a report.” 

“Illegal drugs” are defined as cocaine, heroin, amphetamine, methamphetamine, other 
illegal drugs (including marijuana), or combinations or derivatives of illegal drugs which 
were not prescribed by a health practitioner. 
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Examples of situations that may result in a determination of this type of abuse: 

♦ An infant is born with illegal drugs present in the infant’s system as determined by a 
medical test.  The illegal drugs were present in the infant’s body due to the illegal drug 
usage by the mother before the baby’s birth. 

♦ A three-year-old child tests positive for illegal drugs due to exposure to the illegal 
drugs when the child’s caretakers used illegal drugs in the child’s home. 

Manufacturing or Possession of a Dangerous Substance 

“Manufacturing or possession of a dangerous substance” is defined in Iowa Code section 
232.2, subsection 6, paragraph p, as occurring when the person responsible for the care of a 
child: 

♦ Has manufactured a dangerous substance in the presence of the child, or 

♦ Knowingly allows the manufacture of a dangerous substance by another person in the 
presence of a child, or 

♦ Possesses a product containing ephedrine, its salts, optical isomers, salts of optical 
isomers, or pseudoephedrine, its salts, optical isomers, salts of optical isomers, with the 
intent to use the product as a precursor or an intermediary to a dangerous substance in 
the presence of the child. 

For the purposes of this definition, “in the presence of a child” means the manufacture or 
possession occurred: 

♦ In the physical presence of a child, or 
♦ In a child’s home, on the premises, or in a motor vehicle located on the premises, or  
♦ Under other circumstances in which a reasonably prudent person would know that the 

manufacture or possession may be seen, smelled, or heard by a child. 

Iowa Code section 232.2, subsection 6, paragraph p, defines “dangerous substance” as: 

♦ Amphetamine, its salts, isomers, or salts of its isomers. 
♦ Methamphetamine, its salts, isomers, or salts of its isomers. 
♦ A chemical or combination of chemicals that poses a reasonable risk of causing an 

explosion, fire, or other danger to the life or health of people who are in the vicinity 
while the chemical or combination of chemicals is used or is intended to be used in any 
of the following: 

• The process of manufacturing an illegal or controlled substance. 
• As a precursor in the manufacturing of an illegal or controlled substance. 
• As an intermediary in the manufacturing of an illegal or controlled substance. 

Note:  DHS must report this type of allegation to law enforcement, as this is a criminal 
act. 
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Bestiality in the Presence of a Minor 

Bestiality in the presence of a minor is defined as the commission of a sex act with an 
animal in the presence of a minor as defined in Iowa Code section 717C.1 by a person who 
resides in a home with a child, as the result of the acts or omissions of a person responsible 
for the care of the child.  Note:  DHS must report this type of allegation to law 
enforcement, as this is a criminal act.  

Allows Access by a Registered Sex Offender 

It is child abuse if a caretaker knowingly allows unsupervised access to a child by a 
registered sex offender or allows a registered sex offender to have custody or control of a 
child up to age 14 or a child up to age 18 if the child has a mental or physical disability.  
The exceptions are if the registered sex offender is the caretaker’ spouse or is a minor child 
of the caretaker.  Note:  DHS must report this type of allegation to law enforcement, as this 
is a criminal act under child endangerment. 

Allows Access to Obscene Material  

This type of abuse is defined as a caretaker knowingly allowing a child access to obscene 
material, exhibiting obscene material to a child, or disseminating obscene material to a 
child, as defined in Iowa Code Section 728.1.  

How Does DHS Respond? 
A DHS child abuse assessment consists of the following processes: 

♦ Intake 
♦ Case assignment 
♦ Evaluation of the alleged abuse 
♦ Determining if abuse occurred 
♦ Placing a report on the Child Abuse Registry 
♦ Assessment of family strengths and needs 
♦ Preparing forms and reports 

Intake 

The purpose of intake is to obtain information to ensure that reports of child abuse meeting 
the criteria for assessment are accepted and reports that do not meet the legal requirements 
are appropriately rejected.  DHS policy is to accept a report when there is insufficient 
information to reject it. 

The first step in this process is to initiate safeguards for children who are at risk or have 
been abused.  DHS staff will ask questions of the reporter, record necessary information, 
and discern between significant and extraneous information. 
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Information gathered at intake includes: 
♦ The allegation of child abuse 
♦ The identify and location of the child, parents or caretakers 
♦ The safety of and risk to the child 
♦ The identity and location of the person allegedly responsible for the abuse 
♦ That person’s access to children 
♦ Information regarding the mandatory reporter 

The supervisor is responsible for ensuring that accurate information is documented. 

While it is helpful to be familiar with child abuse definitions to make a report, knowing the 
definitions and terminology is not essential.  DHS will determine the type of abuse being 
alleged.  It may be possible to make reasonable inferences that would cause a report to be 
accepted for assessment based upon the description of what occurred, so detail and accurate 
information is essential. 

You may be contacted when: 

♦ Your initial report is made through a written report of child abuse. 
♦ Any of the information in your initial report is unclear or incomplete. 
♦ Information in your initial report is called into question once the assessment is initiated. 
♦ The written report you submit contains new or different information from that provided 

in your oral report of child abuse. 

Reports from Multiple Reporters 

When more than one mandatory reporter reasonably suspects abuse involving the 
same incident, the mandatory reporters, may jointly make a written report to DHS. 

When more than one reporter separately makes a report of suspected child abuse on 
the same incident, and the first report is currently being assessed, DHS will advise the 
subsequent reporters that the report of child abuse they are making has already been 
accepted as a case. 

Time Frame for Deciding Whether to Accept a Report for Assessment 

The DHS decision on whether to accept or reject a report of child abuse is to be made 
within a 1-hour or 12-hour time frame from receipt of the report, depending on the 
information which is provided and the level of risk to the child: 

♦ When a report indicates that the child has suffered a “high-risk” injury or there is 
an immediate threat to the child, the Department acts immediately to address the 
child’s safety.  The decision to accept the report of child abuse is made within one 
hour from receipt of the report. 
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♦ When the report does not meet the criteria to be accepted, such as the person 
alleged responsible is not a caretaker, but the report alleges the child is at high 
risk, DHS still acts immediately to address the child’s safety (by calling law 
enforcement, for example).  A supervisor reviews and approves the decision to 
reject the report of child abuse within one hour from receipt of the report. 

♦ When a report indicates that the child has been abused, but it is not considered a 
“high risk” injury or there is no immediate threat to the child, DHS still acts 
promptly.  The decision to accept the report of child abuse and supervisory 
approval on that decision are made within 12 hours from receipt of the report. 

♦ When the report does not meet the criteria to be accepted, such as the person 
alleged responsible is not a caretaker, and the report alleges the child is not 
considered to be at “high risk,” a supervisor reviews and approves the decision to 
reject the report of child abuse within 12 hours from receipt of the report. 

Accepted Intakes 

When your report meets the criteria for assessment, DHS will inform you that the 
report of child abuse has been accepted as a case within 24 hours of receiving the 
report.  DHS may provide this oral notification at the time that the report is made if 
the report is accepted immediately. 

If your report is not accepted immediately because further consultation is required 
with a supervisor, you will be informed that further consultation is needed before a 
decision can be made, and someone will be calling you back with the decision. 

Rejected Intakes 

DHS must obtain sufficient information to be able to determine if a report meets the 
intake criteria.  A supervisor reviews the report and makes the final determination 
about rejecting the report for assessment. 

If your report is rejected, DHS will: 

♦ Contact law enforcement if a child’s safety appears to be in jeopardy. 

♦ Orally notify you that the report has been rejected within 24 hours of receipt. 

♦ Send you a written notice indicating the decision to reject the report within five 
working days of its receipt, using form 470-3789, Notice of Intake Decision, 
which includes instructions on what to do if you disagree with the decision. 

♦ Provide a copy of intake information to the county attorney within five working 
days of its receipt. 
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You will be advised that: 

♦ The report is being rejected for one or more of the following reasons: 

• The reported victim is not a child. 
• The person alleged to have abused the child is not a caretaker. 
• The reported abuse does not fall within the definition of child abuse. 

♦ The report will be screened for a possible “child in need of assistance” assessment 
to determine if juvenile court action is necessary.  The family may apply for 
services through DHS if there is a founded child abuse report or a juvenile court 
order. 

♦ You may inform the family of services available in the community. 

If you become aware of circumstances where you believe that the child is 
imminently likely to be abused or neglected, report this to DHS.  These may include, 
but are not limited to, a child born into a family in which: 

♦ The court has previously adjudicated another child to be a child in need of 
assistance due to abuse; 

♦ The court has terminated parental rights to a child; or 

♦ The parent has relinquished rights with respect to a child due to child abuse. 

DHS may seek an ex parte removal order if it appears that the newborn’s immediate 
removal is necessary to avoid imminent danger to the child’s life or health. 

When intake information does not meet the legal definition of child abuse, but a 
criminal act to a child is alleged, DHS refers the report to the appropriate law 
enforcement agency. 

If the intake information alleges sexual abuse of a child by a person who is not a 
“caretaker,” DHS refers the report to law enforcement verbally and also submits the 
referral information in writing within 72 hours of receiving the report. 

The DHS Intake Unit keeps a copy of intake information for rejected reports of child 
abuse for three years, then destroys it. 

Rejected intake information is not considered “child abuse information.”  It is 
governed by the same provisions of confidentiality as DHS service case records.  If a 
subject of a report requests information about a rejected intake involving the subject, 
DHS will provide a copy of the rejected intake to the subject, if it is available, after 
removing the name of the reporter. 

If you become aware of new information after your report has been rejected, make a 
new report to DHS. 
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Case Assignment 

When a report indicates that the child has suffered a “high risk” injury or there is an 
immediate threat to the child, DHS must act immediately to address the child’s safety.  The 
case must be assigned immediately. 

When a report indicates that the child has been abused but it is not considered a “high risk” 
injury or there is no immediate threat to the child, DHS must still act promptly.  The case 
must be assigned within 12 hours from receipt of the report. 

The primary purpose of the assessment is to take action to protect and safeguard the child 
by evaluating the safety of and risk to the child named in the report and any other children 
in the same home as the parents or other person responsible for their care. 

If DHS staff believe at any time during the assessment that there is an immediate threat 
because of abuse, they will immediately contact the proper authorities and communicate 
these concerns.  This may include any or all of the following: 

♦ Law enforcement 
♦ Juvenile court 
♦ Physicians 

DHS staff have contact with the family in all assessments.  Other assessment activities 
vary, depending upon the evaluation of the child’s safety and the family’s strengths and 
needs. 

Evaluation of the Alleged Abuse 

During the evaluation process, DHS gathers information about the allegations of child 
abuse, as well as the strengths and needs of the family, through: 

♦ Observing the alleged child victim 
♦ Interviewing subjects of the report and other sources 
♦ Gathering documentation 
♦ Evaluating the safety of and risk to the child 

Observation of the Alleged Child Victim 

The purpose of observation of the alleged victim is to address the safety of the child 
and determine if the child has visible symptoms of abuse.  Careful and timely 
observation of the child is most relevant to physical abuse allegations.  Observation 
may also be relevant in assessments involving allegations of denial of critical care, 
particularly failure to provide adequate food, shelter, or clothing. 

Requirements for observations depend on the level of risk to the child posed by the 
allegation, as follows: 
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♦ 1 hour when the report involves an immediate threat or high risk to the child’s 
safety. 

♦ 24 hours when the report doesn’t involve immediate threat or high risk to the 
child but the person alleged responsible has access to the child. 

♦ 96 hours when the report doesn’t involve an immediate threat or high risk to the 
child and the person alleged responsible clearly does not have access to the child. 

Whenever possible, the child protection worker attempts to observe and interview the 
child named in the report when interviewing the parents.  When the worker must 
observe and interview a child named in the report away from the parental home, 
attempts are made to obtain parental consent. 

Interviews with Subjects of the Report and Other Sources 

DHS staff interview the child to gather information not only regarding the abuse 
allegations, but also about the child’s immediate safety, the risk of abuse, the parents, 
the person allegedly responsible for the abuse, and the family. 

Other siblings may be interviewed to determine if they have experienced abuse, to 
evaluate their vulnerability, to gather corroborating information regarding the alleged 
child victim, and to gather information to assist in the risk assessment. 

During an assessment, DHS may interview parents who are not alleged to have 
abused the child to find out what they know about the alleged abuse, gather 
information related to the risk of abuse; and determine their capacity to protect the 
child. 

Iowa law requires that the person allegedly responsible for abuse be offered an 
opportunity (when the person’s whereabouts are known) to be interviewed and 
respond to the allegations, but the person may decline the interview.  The information 
is used to determine if abuse occurred, as well as to measure the risk this person may 
present to the alleged victim, other children, or others residing in the household. 

DHS may contact and interview other people who may have relevant information to 
share regarding the report of the alleged abuse and the assessment of the safety of and 
risk to the child.  During an assessment, physicians are asked to contact DHS 
immediately when: 

♦ The parents or caretakers fail to take the child to the scheduled appointment. 
♦ There is any confirmation or evidence of physical abuse. 
♦ The child has other medical conditions that require immediate medical attention. 
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Professional consultation may be sought, including the use of multidisciplinary teams, 
or child protection assistance teams or child protection centers when a determination 
is needed which is outside the Department’s professional scope.  For example, a 
worker may be able to identify a child who is underweight, but “failure to thrive” is a 
diagnosis that only a physician can make. 

Multidisciplinary teams consist of professionals practicing in medicine, public health, 
mental health, social work, child development, education, law, juvenile probation, 
law enforcement, nursing, domestic violence and substance abuse counseling. 

These teams function as an advisory and consultation group to aid child protection 
workers in resolving issues related to a case during the assessment phase.  They may 
also assist in identifying treatment plans.  Counties or multi-county areas with 50 or 
more reports of child abuse annually are required to develop multidisciplinary teams. 

Child protection assistance teams are convened by the county attorney and involve 
DHS, law enforcement and the county attorney to consult on cases involving a 
forcible felony against a child younger than age 14 by a person responsible for the 
care of the child and child sexual abuse.  The team may consult with other 
professionals in specified disciplines. 

The county attorney is to establish a team for each county unless two or more county 
attorneys agree to establish a single team for a multicounty area.  The team may 
consult with or include juvenile court officers, medical and mental health professions, 
physicians or other hospital-based health professions, court appointed special 
advocates, guardian ad litem and members of a multidisciplinary team created by 
DHS for child abuse assessments. 

DHS has established agreements with multiple child protection centers across the 
state of Iowa.  These centers assist child protection workers in assessment of reports 
of child abuse.  In most cases, these centers provide medical evaluations and 
psychosocial assessments of the victim when there are allegations of sexual abuse or 
serious physical abuse. 

Other evaluative information is sometimes obtained through textbooks, scholarly 
journals, or other publications. 

Gathering Documentation 

Documentation gathered during the assessment process is used to assist in 
determining if the information contained with the report of child abuse is accurate, to 
complete the assessment of family strengths, and developing a plan of action. 



Child Abuse:  A Guide for Mandatory Reporters 31 

Comm. 164 July 1, 2010 

Iowa Code section 232.71B indicates that any mandatory reporter, the county 
attorney, any law enforcement agency, and any social service agency in the state shall 
cooperate and assist in the assessment upon the request of the DHS. 

In addition to information gathered through interviews, the child protective worker 
may take photographs or secure photographs taken by others to show injuries to the 
child or to document conditions in the household.  Common sources for photographic 
documentation are police departments and hospitals. 

DHS by law may request the criminal history of a person alleged to be responsible for 
abuse.  Information suggesting that a record check is advisable may include 
allegations of sexual abuse, domestic violence, or abuse of alcohol or other drugs. 

DHS may use medical reports and records that are relevant to the report of child 
abuse, including X-rays, findings of physical or sexual abuse examinations, reports 
from interviews and examinations at a child protection center and medically relevant 
tests related to the presence of illegal drugs within a child’s body. 

DHS may use audiotapes, videotapes, and other electronic recording media to 
document observations or conversations. 

Evaluation of the Safety of and Risk to the Child 

The evaluation of a child’s safety is an ongoing activity that continues during the 
entire assessment process.  A safety analysis focuses on the current situation.  A child 
is considered “safe” when the evaluation of all available information leads to the 
conclusion that the child will not be abused in the current living arrangement. 

If a child is determined not to be safe, DHS takes action to address safety concerns.  
This may include (but is not limited to) any of the following active steps: 

♦ Provision of safety services. 
♦ Provision of family safety, risk, and permanency services. 
♦ Removal of a child from the home. 
♦ Placement of child with relatives. 
♦ Removal of person allegedly responsible for the abuse from the home. 

The assessment of the risk of abuse to the child is based on the following factors: 

♦ Severity of the incident or condition. 
♦ Chronicity of the incident or condition. 
♦ The child’s age, medical condition, mental and physical maturity, and 

functioning. 
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♦ Attitude of the person allegedly responsible for the abuse regarding its 
occurrence. 

♦ Current resources, services, and supports available to the family that can meet the 
family’s needs and increase protection for the child. 

♦ Special events, situations, or circumstances that may have created immediate 
stress, tension, or anxiety in the family or household. 

♦ Access of the person allegedly responsible for the abuse to the child. 
♦ Willingness and ability of the parent, or caretaker not responsible for the abuse, to 

protect the child from further abuse. 

Determination if Abuse Occurred 

After gathering necessary information from observations, interviews and documentation, 
and after assessing the credibility of subjects of the report, collateral contacts and 
information, DHS must determine whether or not abuse occurred.  Each category or 
subcategory of child abuse requires that specific criteria be met in order to conclude that 
abuse occurred. 

This determination is based on a “preponderance” of credible evidence, defined as greater 
than 50% of the credible evidence gathered.  The child protective worker must make one of 
the following conclusions regarding a report of child abuse: 

♦ Not confirmed:  Based on the credible evidence gathered, DHS determines that there is 
not a preponderance of available credible evidence that abuse did occur. 

♦ Confirmed (but not placed on the Child Abuse Registry):  Based on a preponderance 
of all of the credible evidence available to DHS, the allegation of abuse is confirmed; 
however, the abuse will not be placed on the Child Abuse Registry. 

♦ Founded:  Based on a preponderance of credible evidence available to DHS, the 
allegation of abuse is confirmed and it is the type of abuse that requires placement on 
the Child Abuse Registry. 

Determination if Report Is Placed on the Child Abuse Registry 

After a decision is made that a report of child abuse is confirmed, DHS makes a 
determination about whether the report must be placed on the Child Abuse Registry. 

When a report of child abuse is placed on the Child Abuse Registry, the child’s name, the 
names of the child’s parents, and the name of the perpetrator of the abuse are all entered 
into the Registry.  Placing the name of a person responsible for the abuse of a child on the 
Registry may affect employment, registration, and licensure opportunities for that person. 
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“Founded” reports must be placed on the Child Abuse Registry.  A report that is not 
confirmed cannot be placed on the Registry.  A report of child abuse that is confirmed must 
be placed on the Registry as a founded report under any of the following circumstances: 

♦ Physical abuse, when one or more of the following criteria are met: 

• The injury was not minor. 
• The injury was not isolated. 
• The injury is likely to reoccur. 

♦ Denial of critical care by: 

• Failure to provide adequate food and nutrition. 
• Failure to provide adequate shelter. 
• Failure to provide adequate health care. 
• Failure to provide adequate mental health care. 
• Gross failure to meet emotional needs. 
• Failure to respond to an infant’s life-threatening condition. 
• Failure to provide proper supervision, when one or more of the following criteria 

are met: 
 The risk of injury was not minor. 
 The risk of injury was not isolated. 
 The risk of injury is likely to reoccur. 

• Failure to provide adequate clothing, when one or more of the following criteria are 
met: 
 The risk of injury was not minor. 
 The risk of injury was not isolated. 
 The risk of injury is likely to reoccur. 

♦ Mental injury. 

♦ Presence of illegal drugs. 

♦ Child prostitution. 

♦ Sexual abuse committed by a person age 14 or older at the time of the abuse. 

♦ Manufacturing or possession of dangerous substances with the intent to use the 
product as a precursor or intermediary. 

♦ Bestiality in the presence of a minor. 

♦ Allows access by a registered sex offender. 

♦ Allows access to obscene material. 
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Also, the report shall be founded when: 

♦ The case was referred for juvenile or criminal court action.  DHS may recommend 
court action for an adjudication, removal, or redisposition on an existing court case. 

♦ Within 12 months of the report, the county attorney or juvenile court initiated court 
action that resulted in an adjudication or criminal conviction.  (This could result in 
change in determination of placement on the Registry for a report not previously placed 
on the Registry.)The same person has been confirmed responsible for abuse in the last 
18 months.  If there is any prior report, the current assessment will be placed on the 
Registry if abuse is confirmed, because the abuse occurrence was not isolated. 

♦ The person responsible for the abuse continues to pose a danger to the child named or 
another child.  This is determined by assessing if the abuse was minor, isolated, and 
unlikely to reoccur.  If the incident does not meet these three criteria, then the person 
may continue to pose a danger to the child named or to another child and the incident 
will be placed on the Registry. 

In summary, all confirmed reports of abuse will be placed on the Registry as founded 
reports except for: 

♦ Denial of critical care through failure to provide proper supervision, when the 
endangerment of the child was minor, isolated and unlikely to reoccur. 

♦ Denial of critical care through failure to provide adequate clothing, when the 
endangerment of the child was minor, isolated and unlikely to reoccur. 

♦ Physical abuse, when the injury to the child was minor, isolated and unlikely to 
reoccur. 

Assessment of Family’s Strengths and Needs 

The assessment process requires an evaluation of the family’s functioning, strengths, and 
needs.  The family’s participation is essential.  Information is gathered from family 
members to identify strengths, possible rehabilitation needs of the child and family, and 
develop the plan of action.  The process usually includes a visit to the home. 

As part of the evaluation of the family functioning, the Department gathers information on: 

♦ Home environment 
♦ Parent or caretaker characteristics 
♦ Child characteristics 
♦ Domestic violence and substance abuse 
♦ Social and environmental characteristics 
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Preparation of Reports and Forms 

There are several reports and forms which are generated as a result of an assessment being 
initiated providing notification and other relevant information to reporters, subjects of the 
report, the county attorney and juvenile court. 

♦ Notice of Intake Decision 

The Notice of Intake Decision provides written notification to all mandatory and 
permissive reporters about whether or not a report of child abuse was accepted or 
rejected for assessment.  This form is completed and mailed to the reporter within five 
working days of the receipt of a report. 

♦ Parental Notification 

The Parental Notification form provides written notice to the parents of a child who is 
the subject of a child abuse assessment within five working days of commencing an 
assessment.  Both custodial and noncustodial parents are notified if their whereabouts 
are known.  DHS is required by law to issue this notification.  Only the court may 
waive issuance of the notice. 

♦ Child Protective Assessment Summary 

The Child Protective Services Assessment Summary provides documentation of efforts 
to assess the abuse allegations and to assess the child and family functioning.  The 
Child Protective Services Assessment Summary is available to the mandatory reporter 
who made the report, upon request.  The custodial and noncustodial parents are 
provided a copy of the summary at the completion of the assessment.  The safety and 
risk assessment can be released only with the permission of the subjects.  

The Summary includes report and disposition information divided in several sections. 

• Abuse reported.  This section includes the allegations reported, including the name 
of the child subject, the person alleged to be responsible, and the type of abuse 
reported; and any additional allegations received while the assessment is being 
conducted. 

• Assessment of child safety.  This section includes an assessment of the immediate 
safety of the child, actions taken to address safety issues, and an assessment of 
future risk to the child. 

• Summary of contacts.  This section includes family and child identification, with a 
list of household members by name, and relationship to one another.  It describes 
the date and time the child subject was observed; the rationale for using confidential 
access, if applicable; and the physical evidence pertaining to the abuse allegations.  
It identifies those interviewed (by name, date, and time), including collateral 
contacts and a summary of their remarks. 
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This section describes DHS efforts to locate and interview the person alleged to be 
responsible for the abuse and the documents DHS requested and examined 
pertaining to the abuse allegations.  It includes information about all previous 
confirmed incidents of child abuse (both founded and confirmed not placed on 
Registry) involving any subjects of the current assessment and relevant information 
from any previous DHS contact with the child or family. 

• Determination as to whether abuse occurred.  This section includes 
documentation to support whether abuse did or did not occur; the identification of 
the type of abuse that occurred, if any, and its severity or significance; and the 
identification of the child and the person responsible for the abuse. 

• Rationale for placement or non-placement on the Registry.  This section 
specifies why the report is or is not being placed on the Child Abuse Registry.  
Specific circumstances that require placement of the report on the Registry are 
documented. 

• Recommendation for juvenile court action.  This section contains specific 
recommendations to the county attorney regarding the initiation (or continuation) of 
juvenile court action, along with the rationale to support the recommendation. 

• Recommendation for criminal court action.  This section contains specific 
recommendations to the county attorney regarding the initiation of any criminal 
prosecution and rationale for this recommendation, reference to any joint 
assessment with law enforcement, and the current status of a criminal investigation, 
when charges have already been filed. 

♦ Notice of Child Abuse Assessment 

The Notice of Child Abuse Assessment is issued to the parents, guardians, custodians of 
the child, noncustodial parent, child, person alleged to be responsible for the abuse, as 
well as the mandatory reporter, when applicable, a facility administrator and other child 
protection workers who assisted in completing the assessment, if any.  The Notice: 

• Indicates that the assessment process is concluded and whether the allegations of 
abuse were founded, confirmed or not confirmed.   

• Lists the recommendation for services and juvenile or criminal court. 

• Provides information regarding confidentiality provisions related to child abuse 
assessment information and how to request an appeal hearing.  

• Provides information on how to obtain copies of the Child Protective Assessment 
Services Summary.  Mandatory reporters may use the notice form to request a copy 
of the written summary of the assessment of their allegations of abuse. 
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What Happens After the Assessment? 

By the close of the child protective assessment process, the child protection worker will 
determine the family’s eligibility and need for services.  The eligibility for services is based on 
age of the child, the risk of abuse or reabuse, and the finding of child abuse assessment.  DHS 
provides protective services to abused and neglected children and their families without regard to 
income when there is a founded child abuse report or with a court order.  Community resources 
provide rehabilitative services for the prevention and treatment of child abuse to children and 
families. 

Service Recommendations and Referrals 

During or at the conclusion of a child abuse assessment, the department may recommend 
information, information and referral, community care referral, or services provided by the 
department.  If it is believed that treatment services are necessary for the protection of the 
abused child or other children in the home, juvenile court intervention shall be sought. 

♦ Information or information and referral.  Families with children of any age that have 
confirmed or not confirmed abuse and low risk of abuse shall be provided either 
information and referral or information when: 

• No service needs are identified, and the worker recommends no service; or  

• Service needs are identified, and the worker recommends new or continuing 
services to the family to be provided through informal supports; or  

• Service needs are identified, and the worker recommends new or continuing 
services to the family to be provided through community agencies. 

♦ Referral to community care.  With the exception of families of children with an open 
department service case, court action pending, or abuse in an out-of-home setting, a 
referral to community care shall be offered to:  
• Families with children whose abuse is not confirmed that have moderate to high 

risk of abuse when service needs are identified and the worker recommends 
community care.  

• Families with children that have confirmed but not founded abuse and moderate or 
high risk of abuse when service needs are identified and the worker recommends 
community care.  

• Families with children with founded abuse, a victim child six years of age or older, 
and a low risk of repeat abuse when service needs are identified and the worker 
recommends community care. 

Note:  “Community care” means child and family-focused services and supports 
provided to families referred from the department.  Services shall be geared toward 
keeping the children in the family safe from abuse and neglect; keeping the family 
intact; preventing the need for further intervention by the department, including 
removal of the child from the home; and building ongoing linkages to community-based 
resources that improve the safety, health, stability, and well-being of families served. 
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♦ Referral for department services.  Families with children that have founded abuse 
and moderate to high risk of abuse and families with victim children under age six that 
have founded abuse and low risk of abuse shall be offered department services on a 
voluntary basis.  
• The worker shall recommend new or continuing treatment services to the family to 

be provided by the department, either directly or through contracted agencies. 
• Families refusing voluntary services shall be referred for a child in need of 

assistance action through juvenile court.  

DHS services such as homemaker services, parenting classes, respite child care, foster care, 
financial assistance, psychological and psychiatric services, and sexual abuse treatment 
may be provided and may be provided without court involvement if the parent consents to 
services.  Other interventions can be ordered by a court. 

Juvenile court intervention may be sought in order to intervene on an emergency basis to 
place the child in protective custody by removing the child from the home or by seeking 
adjudication of the child to place the child under the protective supervision of the juvenile 
court with the child remaining in the care and custody of the parent. 

The child protective assessment worker continuously evaluates the safety and risk to the 
child while conducting the assessment of allegations of abuse.  The assessment worker may 
consider alternatives to the removal of a child if the child would be provided adequate 
protection.  Options may include: 

♦ Bringing protective relatives to the child’s home while the parents leave the home. 

♦ Initiating public health nurse or visiting nurse services. 

♦ Initiating homemaker services or family safety, risk, and permanency services. 

♦ Implementing intensive services, such as family preservation. 

♦ Placing the child in voluntary foster or shelter care. 

♦ Placing the child voluntarily with relatives or friends. 

♦ Obtaining a court order requiring that the person responsible for the abuse leave the 
home, when other family members are willing and able to adequately protect the child. 

When the juvenile court orders the person alleged responsible for the abuse to vacate the 
child’s residence, a child in need of assistance petition must be filed within three days.  If 
there are concerns about the person having contact with the child following the person’s 
removal from the home, a “no contact” order through the county attorney may be 
requested. 
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Removal of a Child 

Iowa laws provide for a child to be placed in protective custody in various situations.  DHS 
does not have a statutory authority to simply “remove” a child from a parent or other 
caretaker.  The procedures for a child to be placed in protective custody are outlined in 
Iowa Code sections 272.78 through 232.79A. 

Assessment workers do not have the legal authority to remove children from their home 
without a court order or parental consent.  Only a peace officer or a physician treating a 
child may remove a child without a court order if the child’s immediate removal is 
necessary to avoid imminent danger to the child’s life or health.  There are four legal 
procedures for the emergency temporary removal of a child: 

♦ Emergency removal by an ex parte court order 
♦ Emergency removal of the child by a peace officer 
♦ Emergency removal of the child by a physician 
♦ With parent’s consent 

Removal by Ex Parte Court Order 

A child may be taken into custody following the issuance of an ex parte court order 
pursuant to Iowa Code section 232.78, which states: 

 1. The juvenile court may enter an ex parte order directing a peace officer or a 
juvenile court officer to take custody of a child before or after the filing of a 
petition under Chapter 232 provided all of the following apply: 

 a. The person responsible for the care of the child is absent, or though 
present, was asked and refused to consent to the removal of the child 
and was informed of an intent to apply for an order under this section, or 
there is reasonable cause to believe that a request for consent would 
further endanger the child, or there is reasonable cause to believe that a 
request for consent will cause the parent, guardian, or legal custodian to 
take flight with the child. 

 b. It appears that the child’s immediate removal is necessary to avoid 
imminent danger to the child’s life or health.  The circumstances or 
conditions indicating the presence of such imminent danger shall include 
but are not limited to any of the following: 

(1) The refusal or failure of the person responsible for the care of the 
child to comply with the request of a peace officer, juvenile court 
officer, or child protection worker for such person to obtain and 
provide to the requester the results of a physical or mental 
examination of the child.  The request for a physical examination of 
the child may specify the performance of a medically relevant test. 
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(2) The refusal or failure of the person responsible for the care of the 
child or a person present in the person’s home to comply with a 
request of a peace officer, juvenile court officer, or child protection 
worker for such a person to submit to and provide to the requester 
the results of a medically relevant test of the person. 

 c. There is not enough time to file a petition and hold a hearing under [Iowa 
Code] section 232.95. 

 d. The application for the order includes a statement of the facts to support 
the findings specified in paragraphs a, b, and c. 

 2. The person making the application for an order shall assert facts showing there 
is reasonable cause to believe that the child cannot either be returned to the 
place where the child was residing or placed with the parent who does not have 
physical care of the child. 

 3. Except for good cause shown or unless the child is sooner returned to the 
place where the child was residing or permitted to return to the child care 
facility, a petition shall be filed under this chapter within three days or the 
issuance of the order. 

 4. The juvenile court may enter an order authorizing a physician or hospital to 
provide emergency medical or surgical procedures before the filing of a petition 
under Chapter 232 provided: 

 a. Such procedures are necessary to safeguard the life and health of the 
child; and 

 b. There is not enough time to file a petition under this chapter and hold a 
hearing as provided in section 232.95. 

 5. The juvenile court, before or after the filing of a petition under Chapter 232, 
may enter an ex parte order authorizing a physician or hospital to conduct an 
outpatient physical examination of a child, or authorizing a physician…, a 
psychologist…, or a community mental health center… to conduct an 
outpatient mental examination of a child, if necessary to identify the nature, 
extent, and cause of injuries to the child, provided all the following apply: 

 a. The parent, guardian, or legal custodian is absent, or though present, was 
asked and refused to provide written consent to the examination. 

 b. The juvenile court has entered an ex parte order directing the removal of 
the child from the child’s home or a child care facility under this section. 

 c. There is not enough time to file a petition and to hold a hearing as 
provided in section 232.98. 

 6. Any person who may file a petition under Chapter 232 may apply for an order 
for temporary removal, or the court on its own motion may issue such an order.  
An appropriate person designated by the court shall confer with a person 
seeking the removal order, shall make every reasonable effort to inform the 
parent or other person legally responsible for the child’s care of the application, 
and shall make such inquiries as will aid the court in disposing of such 
application. 
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The person designated by the court shall file with the court a complete written 
report providing all details of the designee’s conference with the person 
seeking the removal order, the designee’s efforts to inform the parents or other 
person legally responsible for the child’s care of the application, any inquiries 
made by the designee to aid the court in disposing of the application, and all 
information the designee communicated to the court.  The report shall be filed 
within five days of the date of the removal order.   

If the court does not designate any appropriate person who performs the 
required duties, notwithstanding section 234.39 or any other provision of law, 
the child’s parent shall not be responsible for paying the cost of care and 
services for the duration of the removal order. 

 7. Any order entered authorizing temporary removal of a child must include both 
of the following: 

 a. A determination made by the court that continuation of the child in the 
child’s home would be contrary to the welfare of the child.  Such a 
determination must be made on a case-by-case basis.  The grounds for 
the court’s determination must be explicitly documented and stated in the 
order.  However, preserving the safety of the child must be the court’s 
paramount consideration.  If imminent danger to the child’s life or health 
exists at the time of the court’s consideration, the determination shall not 
be a prerequisite to the removal of the child. 

 b. A statement informing the child’s parent that the consequences of a 
permanent removal may include termination of the parent’s rights with 
respect to the child. 

If deemed appropriate by the court, upon being informed that there has been an 
emergency removal or keeping of a child without a court order, the court may enter 
an order in accordance with section 232.78. 

Removal of a Child by a Peace Officer or a Physician 

A child may be taken into custody without a court order pursuant to Iowa Code 
section 232.79, which indicates that: 

 1. A peace officer or juvenile court officer may take a child into custody, a 
physician treating a child may keep the child in custody, or a juvenile court 
officer may authorize a peace officer, physician, or medical security personnel 
to take a child into custody, without a court order as required under section 
232.78 and without the consent of a parent, guardian, or custodian provided 
that both of the following apply: 

 a. The child is in a circumstance or condition that presents an imminent 
danger to the child’s life or health. 

 b. There is not enough time to apply for an order under section 232.78. 
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 2. If a person authorized by this section removes or retains custody of a child, the 
person shall: 

 a. Bring the child immediately to a place designated by the rules of the court 
for this purpose, unless the person is a physician treating the child and 
the child is or will presently be admitted to a hospital. 

 b. Make every reasonable effort to inform the parent, guardian, or custodian 
of the whereabouts of the child. 

 c. In accordance with court-established procedures, immediately orally 
inform the court of the emergency removal and the circumstances 
surrounding the removal. 

 d. Within 24-hours of orally informing the court of the emergency removal in 
accordance with paragraph “c,” inform the court in writing of the 
emergency removal and the circumstances surrounding the removal. 

 3. Any person, agency, or institution acting in good faith in the removal or keeping 
of a child pursuant to this section, and any employer of or person under the 
direction of such a person, agency, or institution, shall have immunity from any 
civil or criminal liability that might otherwise be incurred or imposed as the 
result of such removal or keeping. 

 4. a. When the court is informed that there has been an emergency removal or 
keeping of a child without a court order, the court shall direct the 
department of human services or the juvenile probation department to 
make every reasonable effort to communicate immediately with the child’s 
parent or parents or other person legally responsible for the child’s care. 

Upon locating the child’s parent or parents or other person legally 
responsible for the child’s care, the department of human services or the 
juvenile probation department shall, in accordance with court-established 
procedures, immediately orally inform the court.  After orally informing the 
court, the department of human services or the juvenile probation 
department shall provide to the court written documentation of the oral 
information. 

 b. The court shall authorize the department of human services or the 
juvenile probation department to cause a child thus removed or kept to be 
returned if it concludes there is not an imminent risk to the child’s life and 
health in so doing. 

If the department of human services or the juvenile probation department 
receives information which could affect the court’s decision regarding the 
child’s return, the department of human services or the juvenile probation 
department, in accordance with court established procedures, shall 
immediately orally provide the information to the court.  After orally 
providing the information to the court, the department of human services 
or the juvenile probation department shall provide to the court written 
documentation of the oral information. 
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If the child is not returned, the department of human services or the 
juvenile probation department shall forthwith cause a petition to be filed 
within three days after the removal. 

 c. If deemed appropriate by the court, upon being informed that there has 
been an emergency removal or keeping of a child without a court order, 
the court may enter an order in accordance with section 232.78. 

 5. When there has been an emergency removal or keeping of a child without a 
court order, a physical examination of the child by a licensed medical 
practitioner shall be performed within 24-hours of such removal, unless the 
child is returned to the child’s home within 24-hours of the removal. 

A child without adult supervision may be taken into custody pursuant to Iowa Code 
section 232.79A, which indicates that: 

If a peace officer determines that a child does not have adult supervision because 
the child’s parent, guardian, or other person responsible for the care of the child has 
been arrested and detained or has been unexpectedly incapacitated, and that no 
adult who is legally responsible for the care of the child can be located within a 
reasonable period of time, the peace officer shall attempt to place the child with an 
adult relative of the child, an adult person who cares for the child, or another adult 
person who is known to the child.  The person with whom the child is placed is 
authorized to give consent for emergency medical treatment of the child and shall not 
be held liable for any action arising from giving the consent. 

Upon the request of the peace officer, the Department shall assist in making the 
placement.  The placement shall not exceed a period of 24-hours and shall be 
terminated when a person who is legally responsible for the care of the child is 
located and takes custody of the child. 

If a person who is legally responsible for the care of the child cannot be located 
within the 24-hour period or a placement in accordance with this section is 
unavailable, the provisions of section 232.79 shall apply.  If the person with whom 
the child is placed charges a fee for the care of the child, the fee shall be paid from 
funds provided in the appropriation to the Department for protective child care. 

Removal With Parent’s Consent 

A parent, guardian, or custodian may voluntarily consent to placement of a child in 
foster care.  Voluntary placement must be for less than a 30-day period.  Court action 
will be sought if the child can not be returned home. 

A voluntary placement may be appropriate when the need for placement is expected 
to be short-term, such as during the parent’s illness or for crisis intervention.  When a 
parent must be out of the home for a time-limited period, make every effort to help 
the family find relatives or friends who can assume temporary responsibility for the 
child as an alternative to foster care placement. 
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Juvenile Court Hearings 

Juvenile court hearings are held when children are removed from their parent’s custody or 
when treatment or DHS supervision of abused or neglected children is necessary because 
the parents are unwilling or unable to provide such treatment or supervision. 

Parents are notified immediately if their child is placed in other care.  A petition for a 
hearing must be filed with the juvenile court within three days of the removal of a child 
from a parent’s care.  A juvenile court hearing is held promptly in order to review the need 
for continued protection of the child through shelter care.  Parents are provided the 
opportunity at the shelter care hearing to present evidence that their child can be returned 
home without danger of injury or harm. 

The court ensures that the parent’s and the children’s rights will be protected.  An attorney 
will be appointed to represent the child’s best interest in these cases.  The attorney 
representing the child is called the guardian ad litem.  The court may also appoint a court-
appointed special advocate (CASA) to assist in informing the court regarding child’s 
progress and recommendations. 

The parents have a right to legal counsel.  If they cannot afford an attorney, the court will 
appoint one.   

Additional hearings are held if the court determines that the child needs its protection.  At 
each hearing, the court reviews the efforts of the parents to remedy problems and the 
services arranged for or provided by DHS to help the parents and children. 

Child in Need of Assistance 

A child in need of assistance is defined in Iowa Code section 232.2, subsection 6, as:  an 
unmarried child: 

 a. Whose parent, guardian or other custodian has abandoned or deserted the child. 

 b. Whose parent, guardian, other custodian, or other member of the household in which 
the child resides has physically abused or neglected the child, or is imminently likely 
to abuse or neglect the child. 
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 c. Who has suffered or is imminently likely to suffer harmful effects as a result of either 
of the following: 

 (1) Mental injury caused by the acts of the child’s parent, guardian, or custodian. 

 (2) The failure of the child’s parent, guardian, custodian, or other member of the 
household in which the child resides to exercise a reasonable degree of care in 
supervising the child. 

 (3) The child’s parent, guardian, or custodian, or the person responsible for the 
care of the child, as defined in section 232.68, has knowingly disseminated or 
exhibited obscene material to the child as defined in section 728.1.  

 d. Who has been, or is imminently likely to be, sexually abused by the child’s parent, 
guardian, custodian, or other member of the household in which the child resides. 

 e. Who is in need of medical treatment to cure, alleviate, or prevent serious injury or 
illness and whose parent, guardian or custodian is unwilling or unable to provide 
such treatment. 

 f. Who is in need of treatment to cure or alleviate serious mental illness or disorder, or 
emotional damage as evidenced by severe anxiety, depression, withdrawal, or 
untoward aggressive behavior toward self or others and whose parent, guardian, or 
custodian is unwilling to provide such treatment. 

 g. Whose parent, guardian, or custodian fails to exercise a minimal degree of care in 
supplying the child with adequate food, clothing, or shelter and refuses other means 
made available to provide such essentials. 

 h. Who has committed a delinquent act as a result of pressure, guidance, or approval 
from a parent, guardian, custodian, or other member of the household in which the 
child resides. 

 i. Who has been the subject of or a party to sexual activities for hire or who poses for 
live display or for photographic or other means of pictorial reproduction or display 
which is designated to appeal to the prurient interest and is patently offensive; and 
taken as a whole, lacks serious literary, scientific, political, or artistic value. 

 j. Who is without a parent, guardian, or other custodian. 

 k. Whose parent, guardian, or other custodian, for good cause desires to be relieved of 
the child’s care and custody. 

 l. Who for good cause desires to have the child’s parents relieved of the child’s care 
and custody. 

 m. Who is in need of treatment to cure or alleviate chemical dependency and whose 
parent, guardian, or custodian is unwilling or unable to provide such treatment. 

 n. Whose parent’s or guardian’s mental capacity or condition, imprisonment, or drug or 
alcohol abuse results in the child not receiving adequate care. 
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 o. In whose body there is an illegal drug present as a direct and foreseeable 
consequence of the acts or omissions of the child’s parent, guardian, or custodian.  
The presence of the drug shall be determined in accordance with a medically 
relevant test as defined in section 232.73. 

 p. Whose parent, guardian, or custodian does any of the following:  Unlawfully 
manufactures a dangerous substance in the presence of a child.  Knowingly allows 
such manufacture by another person in the presence of a child, or in the presence of 
a child possesses a product containing ephedrine, its salts, optical isomers, salts of 
optical isomers, or pseudoephedrine, its salts, optical isomers, salts of optical 
isomers, with the intent to use the product as a precursor or an intermediary to a 
dangerous substance. 

 (1) For the purposes of this paragraph “p,” “in the presence of a child” means the 
physical presence of a child during the manufacture or possession, the 
manufacture or possession occurred in a child’s home, on the premises, or in a 
motor vehicle located on the premises, or the manufacture or possession 
occurred under other circumstances in which a reasonably prudent person 
would know that the manufacture or possession may be seen, smelled, or 
heard by a child. 

 (2) For the purpose of this paragraph “p,” “dangerous substance” means any of the 
following: 

 (a) Amphetamine, its salts, isomers, or salts of its isomers. 
 (b) Methamphetamine, its salts, isomers, or salts of its isomers. 
 (c) A chemical or combination of chemicals that poses a reasonable risk of 

causing an explosion, fire, or other danger to the life or health of persons 
who are in the vicinity while the chemical or combination of chemicals is 
used or is intended to be used in any of the following: 

 (i) The process of manufacturing an illegal or controlled substance. 
 (ii) As a precursor in the manufacturing of an illegal or controlled 

substance. 
 (iii) As an intermediary in the manufacturing of an illegal or controlled 

substance. 

 q. Who is a newborn infant whose parent has voluntarily released custody of the child 
in accordance with Chapter 233. 
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How Is Child Abuse Information Treated? 

Iowa Code section 235A.15 provides that confidentiality of child abuse information shall be 
maintained, except as specifically authorized. 

Under Iowa law, “child abuse information” includes any or all of the following data maintained 
by DHS in a manual or automated data storage system and individually identified: 

♦ Report data, including information pertaining to an assessment of an allegation of child abuse 
in which DHS has determined the alleged abuse meets the definition of child abuse. 

♦ Assessment data, including information pertaining to the DHS evaluation of a family. 

♦ Disposition data, including information pertaining to an opinion or decision as the occurrence 
of child abuse. 

Note:  Iowa Code section 232.71B, subsection 2, directs that DHS shall not reveal the identity of 
the reporter of child abuse in the written notification to parents or otherwise. 

The Department shall withhold the name of the person who made the report of suspected child 
abuse.  Only the court may allow the release of that person’s name. 

Protective Disclosure 

Iowa Code allows for DHS to disclose that an individual is listed on the child abuse 
registry, the dependent adult abuse registry or is required to register for the sexual offender 
registry when it is necessary for the protection of a child.  The disclosure can only be made 
to persons who are subjects of a child abuse assessment. 

Disposition of Reports 

Iowa law limits access to child abuse information to specific individuals and entities 
depending on placement of the Child Abuse Registry.  All subjects of the report and their 
attorneys have access to: 

♦ Information contained within the Child Protective Services Assessment Summary. 
♦ Correspondence or written information that pertains to Child Protective Services 

Assessment Summary. 

A copy of the entire Child Protective Services Assessment Summary is automatically 
provided to subjects, including but not limited to the custodial and noncustodial parents.  
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If a person with access to the Child Protective Services Assessment Summary as a result of 
the current assessment does not have access to all information listed from previous 
summaries, the inaccessible information is deleted before providing the summary to that 
person. 

Note:  The safety assessment, safety plan, and family risk assessment are considered 
assessment data, and its dissemination by law is more restrictive. 

A person who is the subject of a child abuse report may also receive a copy of the Child 
Protective Services Assessment Summary for that report by submitting a request to the 
Department.  Subjects may use either the Request for Child Abuse Information or the 
Notice of Child Abuse Assessment to make this request.   

Mandatory reporters may request a founded report using either form.  They will receive a 
Notice of Child Abuse Assessment when the assessment report is completed as the reporter 
of the abuse.  Mandatory reporters may also request founded reports when they are 
providing care or treatment to a child victim, their families or the person responsible for the 
abuse. 

All other requesters must use the Request for Child Abuse Information to request a copy of 
the assessment report. 

Requests for Correction and Appeals 

A subject (child, parent, guardian or legal custodian, alleged perpetrator) who feels there is 
incorrect or erroneous information contained in the Child Protective Services Assessment 
Summary, or who disagrees with its conclusions, may request a correction of the report. 

The subject must submit a written request within six months of the completion of the Child 
Protective must submit a written request within six months of the completion of the Child 
Protective Assessment Summary.  Requests must be sent to: 

Appeals Section 
1305 E Walnut St, 5th Floor 
Des Moines, Iowa  50319-0114 

An administrative hearing and or a prehearing is then scheduled.  At the evidentiary 
hearing, the matter will be heard before an administrative law judge.  The administrative 
law judge may also uphold, modify, or overturn the finding. 

A requester who is not satisfied with the decision of the administrative law judge may 
appeal the matter the district court. 
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Access to Child Abuse Information 

Another function of the Child Abuse Registry is approval of the dissemination of child 
abuse information to persons authorized to receive this information.  Iowa Code section 
235A.17 indicates that an authorized recipient of child abuse information shall not 
redisseminate the information to anyone else. 

Access to child abuse information is authorized for: 

♦ Subjects of a report (child, parent, guardian or legal custodian, alleged perpetrator) 

♦ The attorney for any subject 

♦ An employee or agent of DHS who is responsible for assessment of the report of child 
abuse 

♦ Other DHS personnel when necessary for the performance of their official duties and 
functions 

♦ The mandatory reporter who reported the abuse 

♦ The county attorney 

♦ The juvenile court 

Access to child abuse information is also authorized to persons involved in an assessment 
of child abuse (such as a health practitioner or mental health professional, a law 
enforcement officer, or a multidisciplinary team). 

Access to certain child abuse information is authorized to individuals, agencies, or facilities 
providing care to a child named in a report that includes: 

♦ A facility licensing authority 

♦ A person or agency responsible for the care of a child victim or perpetrator 

♦ An administrator of a psychiatric medical institution 

♦ An administrator of a child foster care facility 

♦ An administrator of a registered or licensed child care facility 

♦ The superintendent of the Iowa Braille and Sightsaving School 

♦ The superintendent of the School for the Deaf 

♦ An administrator of a community mental health center 

♦ An administrator of an agency providing services under a county management plan 

♦ An administrator of a facility or program operated by the state, city or county providing 
direct care to children for applicant and employee record checks 
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♦ An administrator of an agency providing Medicaid home- and community-based waiver 
services for applicant and employee record checks 

♦ An administrator of a child care resource and referral agency under contract with DHS 

♦ An administrator of a hospital for applicant and employee record checks 

Access to child abuse information is also authorized under some circumstances related to 
judicial and administrative proceedings, such as: 

♦ The juvenile court 

♦ A juvenile court officer 

♦ A Court appointed special advocate 

♦ An expert witness at any stage of an appeal hearing 

♦ A district court 

♦ A probation or parole officer 

♦ An adult correctional officer 

♦ Each board of examiners and licensing board 

♦ A court or agency hearing an appeal for correction of child abuse information 

♦ The Department of Justice for review by the prosecutor’s review committee or the 
commitment of sexually violent predators 

Access to certain child abuse information is also authorized to others under certain 
circumstances, including: 

♦ A person conducting bona fide child abuse research 

♦ DHS personnel for official duties 

♦ A DHS employee for record checks of state operated institutions employees 

♦ A DHS registration or licensing employee 

♦ A DHS adoption worker 

♦ The attorney for DHS 

♦ A certified adoption investigator 

♦ A certified adoption worker 

♦ A child protection agency from another state for investigative, treatment or adoptive or 
foster care placement services 

♦ Foster care review boards, or to conduct a record check evaluation 
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♦ The Board of Educational Examiners 

♦ A legally authorized protection and advocacy agency 

♦ The Iowa Board for the Treatment of Sexual Offenders 

♦ A licensed child placing agency for adoptive placement 

♦ The superintendent or designee of school district, or authorities for a nonpublic school, 
for employee and volunteer record checks 

♦ Department of Inspections and Appeals for applicants for employment 

Civil and Criminal Liability Regarding Child Abuse Information 

According to Iowa Code section 235A.20, any aggrieved person may institute a civil action 
for damages under Iowa Code Chapter 669 or 670 or to restrain the dissemination of child 
abuse information in violation of Iowa Code Chapter 232. 

Any recipient proven to have disseminated child abuse information or to have requested 
and received such information in violation of Chapter 232, shall be liable for actual 
damages and exemplary damages for each violation.  The recipient shall also be liable for 
court costs, expenses, and reasonable attorney’s fees incurred by the party bringing the 
action. 

The same penalties apply to any employee of the Department who knowingly destroys 
investigation or assessment data, except in accordance with rules established for retention 
of child abuse information under Iowa Code section 235A.18. 

Also, according to Iowa Code section 235A.21, the following people are guilty of a serious 
misdemeanor under the Iowa criminal code: 

♦ Any person who willfully requests, obtains, or seeks to obtain child abuse information 
under false pretenses. 

♦ Any person who willfully communicates or seeks to communicate child abuse 
information to any agency or person except in accordance with Iowa Code sections 
235A.15 and 235A.17. 

♦ Any person connected with any research authorized pursuant to Iowa Code section 
235A.15 who willfully falsifies child abuse information or any records relating to child 
abuse information. 

Any person who knowingly, but without criminal purpose, communicates, or seeks to 
communicate child abuse information except in accordance with sections 235A.15 and 
235A.17 shall be guilty of a simple misdemeanor. 
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What Training Do Mandatory Reporters Need? 

Mandatory reporters are required by law to complete two hours of training during their first six 
months of employment and two hours every five years thereafter. 

The 2001 Iowa General Assembly established the requirement for the creation of a panel for 
the “review and approval” of mandatory reporter training curricula.  The Director of the 
Department of Public Health convened a panel to satisfy the mandate of the legislation.   

People who work in position classifications that under law make the person a mandatory reporter 
of child or dependent adult abuse but do not have a mandatory reporter training curriculum 
approved by a licensing or examining board must acquire training approved by the panel.  The 
website for information is (http://www.idph.state.ia.us/dir_off/abuseeducation/default.htm). 

Mandatory report training curricula must be approved by the Abuse Education Review Panel to 
satisfy the Iowa Code mandated training requirement.  Licensed professionals are required to 
complete training that is required and approved by their respective licensing and examining 
boards or approved by the Abuse Education Review Panel. 

Iowa Code subsection 232.69(3) states that: 

 a. For the purposes of this section, “licensing board” means an examining board designated 
in [Iowa Code] section 147.13, the Board of Educational Examiners created in [Iowa Code] 
section 272.2, or a licensing board as defined in [Iowa Code] section 272C.1. 

 b. A person required to make a report under subsection 1, other than a physician whose 
professional practice does not regularly involve providing primary health care to children, 
shall complete two hours of training relating to the identification and reporting of child 
abuse within six months of initial employment or self-employment involving the 
examinations, attending, counseling, or treatment of children, on a regular basis. 

Within one month of initial employment or self-employment, the person shall obtain a 
statement of the abuse reporting requirements from the person’s employer or, if self-
employed, from the department.  The person shall complete at least two hours of 
additional child abuse identification and reporting training every five years. 

 c. If the person is an employee of a hospital or similar institution, or of a public or private 
institution, agency, or facility, the employer shall be responsible for obtaining the child 
abuse identification and reporting training. 

If the person is self-employed, employed in a licensed or certified profession, or employed 
by a facility or program that is subject to licensure, regulation, or approval by a state 
agency, the person shall obtain the child abuse identification and reporting training as 
provided in paragraph “d.” 
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 d. The person may complete the initial or additional training requirements as part of any of 
the following that are applicable to the person: 

 (1) A continuing education program required under [Iowa Code] Chapter 272C and 
approved by the appropriate licensing or examining board. 

 (2) A training program using a curriculum approved by the abuse education review panel 
established by the Director of Public Health pursuant to [Iowa Code] section 135.11. 

 (3) A training program using such an approved curriculum offered by the Department of 
Human Services, the Department of Education, an area education agency, a school 
district, the Iowa Law Enforcement Academy, or a similar public agency. 

 e. A licensing board with authority over the license of a person required to make a report 
shall require as a condition of licensure that the person is in compliance with the 
requirements for abuse training under this subsection.  The licensing board shall require 
the person upon licensure renewal to accurately document for the licensing board the 
person’s completion of the training requirements. 

However, the licensing board may adopt rules providing for waiver or suspension of the 
compliance requirements, if the waiver or suspension is in the public interest, applicable to 
a person who is engaged in active duty in the military service of this state or of the United 
States, to a person for whom compliance with the training requirements would impose a 
significant hardship, or to a person who is practicing a licensed profession outside this 
state or is otherwise subject to circumstances that would preclude the person from 
encountering child abuse in this state. 

 f. For persons required to make a report who are not engaged in a licensed profession that 
is subject to the authority of a licensing board but are employed by a facility or program 
subject to licensure, registration, or approval by a state agency, the agency shall require 
as a condition of renewal of the facility’s or program’s licensure, registration, or approval, 
that such persons employed by the facility or program are in compliance with the training 
requirements of this section. 

 g. For peace officers, the elected or appointed official designated as the head of the agency 
employing the peace office shall ensure compliance with the training requirements of this 
section. 

h. For persons who are employees of state departments and political subdivisions of the 
state, the department director or the chief administrator of the political subdivision shall 
ensure the persons’ compliance with the training requirements of this section. 
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Review Questions 

You have been provided with all of the information necessary to carry out all duties and 
responsibilities required of a mandatory reporter of child abuse.  The following review questions 
are provided to emphasize key points in this Guide. 

Q) In what year was the child abuse reporting law initially enacted? 
A) 1978 

Q) What is the purpose of the child abuse reporting law? 
A) The child abuse reporting law is to provide protection to children by encouraging the reporting of 

suspected abuse. 

Q) Which state agency is responsible for providing protective services to children? 
A) The Department of Human Services. 

Q) Who are mandatory reporters of child abuse? 
A) Professionals who have frequent contact with children in the course of their work are considered 

to be mandatory reporters.  

Q) What fields are mandatory reporters typically employed in?  
A) Health, law enforcement, child care, education, mental health, and social work. 

Q) What training is required for mandatory reporters of child abuse? 
A) All mandatory reporters are required to complete two hours of approved training relating to the 

identification and reporting of child abuse within six months of initial employment or self-
employment.  All mandatory reporters are also required to complete at least two hours of 
additional child abuse identification and reporting training every five years. 

Q) What is the definition of child by Iowa law? 
A) Any person under the age of 18 years. 

Q) Who are typical perpetrators of child abuse? 
A) Perpetrators of child abuse come from all walks of life, races, religions, and nationalities. 

Q) When does DHS have the legal authority to conduct assessments of child abuse? 
A) When the victim is a child, the alleged victim is subjected to one or more of the eight categories 

of child abuse, and the abuse is the result of the acts or omissions of the person responsible for 
the care of the child. 

Q) Who are people “responsible for the care of a child”? 
A) ♦ A parent, guardian, or foster parent. 

♦ A relative or any other person with whom the child resides, and who assumes care or 
supervision of the child, without reference to the length of time or continuity of such 
residence. 
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♦ An employee or agent of any public or private facility providing care for a child, including an 
institution, hospital, health care facility, group home, mental health center, residential 
treatment center, shelter care facility, detention center, or child care facility. 

♦ Any person providing care for a child, but with whom the child does not reside, without 
reference to the duration of the care. 

A person who assumes responsibility for the care or supervision of a child may assume this 
responsibility through verbal or written agreement, or implicitly through the willing assumption 
of the caretaking role. 

Q) When is an educator considered a caretaker for a child? 
A) A teacher could be assessed as a person responsible for child abuse if the teacher is acting in a 

caretaking role, for example having supervision responsibilities for a child on an overnight trip. 

Q) Can children be in a caretaker role? 
A) Yes, a child can be a person responsible for abuse when the child is acting in a caretaker role for 

another child, such as a baby-sitting situation. 

Q) What are the ten categories of child abuse? 
A) 1. Physical abuse 
 2. Sexual abuse 
 3. Child prostitution 
 4. Mental injury 
 5. Denial of critical care 
 6. Presence of illegal drugs 
 7. Manufacturing or possession of a dangerous substance 
 8. Bestiality in the presence of a minor 
 9. Allows access by a registered sex offender 
 10. Allows access to obscene material 

Q)What is the definition of physical abuse? 
A) Any non-accidental physical injury, or injury which is at variance with the history given of it, 

suffered by a child as the result of the acts or omissions of a person responsible for the care of the 
child. 

Q) What is the definition of mental injury? 
A) Any mental injury to a child’s intellectual or psychological capacity, as evidenced by an 

observable and substantial impairment in the child’s ability to function within the child’s normal 
range of performance and behavior, as the result of the acts or omissions of a person responsible 
for the care of the child, if the impairment is diagnosed and confirmed by a licensed physician or 
qualified mental health professional. 

Q) What are some examples of mental injury? 
A) ♦ Ignoring the child and failing to provide necessary stimulation, responsiveness, and 

validation of the child’s worth in normal family routine. 
♦ Rejecting the child’s value, needs, and requests for adult validation and nurturance. 
♦ Isolating the child from the family and community;  denying the child normal human contact. 
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♦ Terrorizing the child with continual verbal assaults, creating a climate of fear, hostility, and 
anxiety and preventing the child from gaining feelings of safety and security.   

♦ Corrupting the child by encouraging and reinforcing destructive, antisocial behavior until the 
child is so impaired in socioemotional development that interaction in normal social 
environments is not possible. 

♦ Verbally assaulting the child with constant, excessive name-calling, harsh threats, and 
sarcastic put-downs that continually “beat down” the child’s self-esteem with humiliation. 

♦ Overpressuring the child with subtle but consistent pressure to grow up fast and to achieve 
too early in the areas of academics, physical/motor skills, and social interaction, which leaves 
the child feeling that he or she is never quite good enough. 

Q) What is the definition of sexual abuse? 
A) The commission of a sexual offense with or to a child as a result of the acts or omissions of the 

person responsible for the care of the child.  The commission of a sexual offense includes any 
sexual offense with or to a person under the age of 18 years. 

Q) What is the definition of denial of critical care? 
A) The failure on the part of a person responsible for the care of a child to provide for the adequate 

food, shelter, clothing or other care necessary for the child’s health and welfare when financially 
able to do so or when offered financial or other reasonable means to do so. 

Q) What are the eight subcategories of denial of critical care? 
A) 1. Failure to provide adequate food and nutrition. 
 2. Failure to provide adequate shelter. 
 3. Failure to provide adequate clothing. 
 4. Failure to provide adequate health care. 
 5. Failure to provide mental health care. 
 6. Gross failure to meet emotional needs. 
 7. Failure to provide proper supervision. 
 8. Failure to respond to an infant’s life-threatening condition. 

Q) What questions are helpful in determining if a child should be left home alone? 
A) ♦ Does the child have any physical, mental, or emotional disabilities? 

♦ Could the child get out of the house alone in an emergency and have a safe place to go? 
♦ Does the child have a phone and know how to use it? 
♦ Does the child know how to reach the child’s caretaker? 
♦ How long will the child be left home alone? 
♦ Is the child afraid to be left home alone? 
♦ Does the child know how to respond to an emergency such as fire or injury? 

Q) What is the definition of child prostitution? 
A) Child prostitution is the acts or omissions of a person responsible for the care of a child which 

allow, permit, or encourage the child to engage in acts of prostitution when the child is under the 
age of 18 years. 
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Q) What is the definition of presence of illegal drugs? 
A) Presence of illegal drugs is when an illegal drug is present in a child’s body as a direct and 

foreseeable consequence of the acts or omissions of the person responsible for the child’s care. 

Q) What is the definition of manufacturing or possession of a dangerous substance? 
A) The person responsible for the care of a child manufactured a dangerous substance or, in the 

presence of the child, possesses a product containing ephedrine, its salts, optical isomers, salts of 
optical isomers, or pseudoephedrine, its salts, optical isomers, salts of optical isomers with the 
intent to use the product as a precursor or an intermediary to a dangerous substance. 

Q) What are the time frames a mandatory reporter must follow when making a report of child 
abuse? 

A) If you suspect a child has been abused, you need to report it orally to DHS within 24 hours of 
becoming aware of the situation.  Within 48 hours after that, you need to make a written report to 
DHS. 

Q) What should you do if you see a child that is in imminent danger? 
A) Immediately contact law enforcement, then contact DHS. 

Q) What information should be in any oral or written reports of child abuse? 
A) ♦ The names and home address of the child and the child’s parents or other persons believed to 

be responsible for the child’s care. 
♦ The child’s present whereabouts. 
♦ The child’s age. 
♦ The nature and extent of the child’s injuries including any evidence of previous injuries. 
♦ The name, age, and condition of other children in the same household. 
♦ Any other information that you believe may be helpful in establishing the cause of the abuse 

or neglect to the child. 
♦ The identity of the person or persons responsible for the abuse or neglect to the child. 
♦ Your name and address. 

Q) How should a mandatory reporter deal with confidentiality issues? 
A) Rules around confidentiality and privileged communication are waived during the assessment 

process. 

Q) Are mandatory reporters liable for any damages occurring because of a report of child abuse? 
A) No, Iowa law states that any person participating in good faith in making a report of child abuse 

shall have immunity from any civil or criminal liability which might otherwise be incurred or 
imposed.  The person shall have the same immunity with respect to participation in good faith in 
any judicial proceeding resulting from the report or relating to the subject matter of the report. 

Q) What happens if a mandatory reporter fails to make a report of child abuse? 
A) Under Iowa law there are civil and criminal sanctions for failing to report child abuse.  Any 

person, official, agency or institution, who knowingly and willfully fails to make a report of child 
abuse or who knowingly interferes with the making of such a report is guilty of a simple 
misdemeanor and is civilly liable for the damages proximately caused by such failure or 
interference. 
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Q) What happens if someone knowingly makes a false report of child abuse? 
A) A person who reports or causes to be reported to DHS false information regarding an alleged act 

of child abuse, knowing that the information is false or that the act did not occur, commits a 
simple misdemeanor. 
If DHS receives more than three reports from the same person or which identify the same child as 
a victim of child abuse or the same person as the alleged abuser, and DHS determines the reports 
to be entirely false or without merit, DHS shall provide information concerning the reports to the 
county attorney for consideration of criminal charges. 

Q) What is involved in a child abuse assessment? 
A) A child abuse assessment consists of: 

♦ Intake 
♦ Case assignment 
♦ Evaluation of the alleged abuse 
♦ Determination of whether abuse occurred 
♦ Decision on placing a report on the Child Abuse Registry 
♦ Assessment of family’s strengths and needs 
♦ Preparation of reports and forms 

Q) When are head lice or truancy appropriate for a child abuse assessment? 
A) The endangerment caused by head lice or truancy does not generally rise to the level that must be 

present in order to constitute a child abuse allegation.  If other conditions are present or the 
situation poses a risk to the child’s health and welfare, it should be reported as child abuse.  Even 
if the report is rejected for assessment, other services may be offered to the child and family. 

Q) What is the mandatory reporter’s role in the observation of a child during the assessment 
process? 

A) When the observation of a child needs to take place at the school or in a child care facility, the 
administrator of the facility or school is required by law to provide the child protection worker 
with confidential access to the child. 

Q) Who will know the name of the person making a report of child abuse? 
A) DHS will safeguard the reporter’s identity during the assessment process.  However, the reporter 

should be aware that continued confidentiality cannot be guaranteed if the report results in 
juvenile, civil, or criminal court action. 

Q) Who will be interviewed during a child abuse assessment? 
A) Interviews whenever possible will be conducted with: 

♦ The alleged child victim 
♦ The parents and other adults in the household 
♦ The alleged perpetrator 
♦ Collateral sources, witnesses, or other parties with information 
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Q) What types of information may be gathered during a child abuse assessment? 
A) Documentation gathered may include, but is not limited to, descriptions, photographs, medical 

reports and records, reports from child protection centers, and any other pertinent reports, such as 
mental health center evaluations, treatment records, criminal records, law enforcement reports, 
and audio and video tapes. 

Q) What are child protection centers? 
A) There are several child protection centers throughout the state.  These centers assist child 

protection workers in assessing some reports of child abuse.  In most cases, these centers provide 
medical evaluation and psychosocial assessments of the victim when there are allegations of 
sexual abuse. 

Q) What is the role of multidisciplinary teams? 
A) Multidisciplinary teams, exist in counties that have more than 50 reports of child abuse annually.  

These teams function as an advisory and consultation group to aid child protection workers in 
resolving issues related to a case during the assessment process. 

Q) What are the conclusions of an assessment based on? 
A) The conclusions of an assessment are based on an evaluation of all of the information gathered 

during the assessment, including physical evidence, documentary evidence, observations, and 
interviews of the victim, perpetrator and others. 

Q) What are the conclusions a child protective worker may reach at the completion of an 
assessment? 

A) At the completion of the assessment, the worker must make one of the following conclusions:  
Abuse is not confirmed, abuse is confirmed (but not placed on the Child Abuse Registry), or 
abuse is founded (confirmed and placed on the Child Abuse Registry). 

Q) What do the conclusions mean? 
A) Not confirmed means that, based on the credible evidence gathered, the Department determined 

that there was not a preponderance of evidence that abuse did occur. 
Confirmed (but not placed on the Child Abuse Registry) means that, based on a preponderance of 
all of the credible evidence available to the Department, the allegation of abuse is confirmed; 
however, the abuse will not be placed on the Child Abuse Registry. 
Founded (confirmed and placed on the Child Abuse Registry) means that, based on a 
preponderance of all of the credible evidence available to the Department, the allegation of abuse 
is confirmed and it is placed on the Child Abuse Registry. 

Q) What types of abuse are confirmed but not placed on the Child Abuse Registry? 
A) This applies only to two types of abuse, a physical abuse where the injury was nonaccidental and 

minor, isolated, and unlikely to reoccur and denial of critical care (lack of proper supervision or 
lack of adequate clothing) where the risk to the child’s health and welfare was minor, isolated 
and is unlikely to reoccur. 
If the abuse was minor, isolated, and unlikely to reoccur the abuse may not be placed on the 
Registry. 
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Q) What types of abuse are founded and placed on the Child Abuse Registry? 
A) Most confirmed reports are placed on the registry as founded reports.  This includes: 

♦ All cases referred for juvenile or criminal court action 
♦ Physical abuse when the injury was not minor or isolated or is likely to reoccur 
♦ All mental injury 
♦ All sexual abuse unless the perpetrator is under the age of 14 and does not pose a danger to 

other children 
♦ Denial of critical care when the injury was not minor, or isolated or is likely to reoccur 
♦ All child prostitution 
♦ All presence of illegal drugs 
♦ When the perpetrator continues to pose a threat; or a prior confirmed abuse incident occurred 
♦ Manufacturing or possession of a dangerous substance 
♦ Bestiality in the presence of a minor 
♦ Allows access by a registered sex offender 
♦ Allows access to obscene material 

Q)What does a “preponderance” of the evidence mean? 
A) A preponderance of the evidence is defined as greater than 50% of the evidence gathered. 

Q) What notifications can the mandatory reporter expect to receive from DHS? 
A) Oral notification of intake decision within 24 hours of making the report, written notification of 

intake decision sent within 5 working days, outcome notification of assessment sent within 20 
working days, and a copy of the founded abuse report if requested. 

Q) When do parents receive notification that a child abuse assessment is being conducted? 
A) Written notification will be given to custodial and noncustodial parents within five working days 

that an assessment is being conducted. 

Q) Who receives notification that the assessment is completed and what the outcome is? 
A) Notification of the completion of the assessment and the outcome will be given to juvenile court, 

the county attorney, all subjects of the report (the alleged child victim, custodial and non-
custodial parents, and the alleged perpetrator), and the mandatory reporter. 

Q) Do mandatory reporters receive a copy of the assessment report automatically? 
A) No, the report is automatically provided to juvenile court, the county attorney, the child, and the 

custodial and non-custodial parent. 

Q) How do mandatory reporters receive a copy of the assessment report? 
A) Mandatory reporters may request child abuse information regarding a specific report.  Any 

request should be made using the Request for Child Abuse Information form provided by DHS or 
the Notice of Child Abuse Assessment that is sent to the mandatory reporter when the assessment 
is completed. 
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Q) What is the Child Abuse Registry? 
A) The Child Abuse Registry was established by Iowa law and is maintained by the Department of 

Human Services.  The Child Abuse Registry serves several functions.  It gathers information 
about child abuse cases in Iowa, records repeat occurrences of child abuse, records dissemination 
of child abuse, collects information for appeals, and provides background checks for certain 
professionals. 

Q) How long are the subjects of a founded abuse report on the Registry? 
A) Subjects of a founded abuse reports are placed on the Registry for ten years from the most recent 

report. 

Q) Who has access to child abuse information? 
A) Iowa law states that the DHS shall not reveal the identity of the reporter of child abuse in the 

written notification to parents or otherwise.  Only the court may require DHS to release the 
reporter’s name.  The reporter’s name could be released during other judicial actions.  The 
information on the Child Abuse Registry is confidential and can be accessed by authorized 
entities , agencies or individuals specified in law. 

Q) Who can take protective custody of a child? 
A) Iowa law provides juvenile court with the ability to enter an “ex parte order” directing a peace 

officer to take custody of a child.  When the child is in a circumstance or condition that presents 
an imminent danger to the child’s life or health, and there isn’t time to file for a court order, the 
law provides for a peace officer to take a child into custody or a physician treating a child to keep 
the child in custody without the consent of the parent, guardian, or custodian. 

Q) When does juvenile court become involved? 
A) Juvenile court hearings are held when children are removed from their parents’ custody, or when 

treatment or state supervision of abused or neglected children is necessary because the parents 
are unwilling or unable to provide such treatment or supervision. 

Q) When are people responsible for abuse criminally prosecuted? 
A) Criminal prosecution of a person responsible for child abuse is at the discretion of the county 

attorney. 

Q) When does law enforcement become involved in a child abuse assessment? 
A) Law enforcement may become involved in a child abuse assessment at any time.  Cases of child 

prostitution, homicide, sexual abuse, and severe trauma require a joint assessment by law 
enforcement personnel and the DHS. 
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Safe Haven for Newborns 
 
What is the Safe 
Haven Act? 

Iowa has joined 30 other states in creating safe havens for infants.   
The Newborn Safe Haven Act (Iowa Code Chapter 233) is a law that 
allows parents (or another person who has the parent’s authorization) to 
leave an infant up to 14 days old at a hospital or health care facility 
without fear of prosecution for abandonment. 

What Is a Safe 
Haven? 

A “safe haven” is an institutional health facility, which is defined 
according to the Act to be: 

 ♦ A “hospital” as defined in Iowa Code section 135B.1, including a 
facility providing medical or health services that is open 24 hours per 
day, 7 days per week and is a hospital emergency room; or 

 ♦ A “health care facility” as defined in Iowa Code section 135C.1, 
including a residential care facility, a nursing facility, an intermediate 
care facility for persons with mental illness, or an intermediate care 
facility for persons with mental retardation. 

Immunity The Act provides immunity from prosecution for abandonment for a 
parent (or a person acting with the parent’s authorization) who leaves an 
infant at a hospital or health care facility. 

 The Act provides immunity from civil or criminal liability for hospitals, 
health care facilities, and persons employed by those facilities that 
perform reasonable acts necessary to protect the physical health and 
safety of the infant. 

More Information You can get more information by:  

 ♦ Going to the Department’s web site at:  
http://www.dhs.iowa.gov/Consumers/Safety_and_Protection/ 
Safe_Haven.html 

 ♦ Reading the Safe Haven Act, Iowa Code Chapter 233.   
The Code of Iowa is available at public libraries or on line at:  
http://www.legis.state.ia.us/IowaLaw.html 

NEWBORN INFANT CUSTODY RELEASE PROCEDURES 
(NEWBORN SAFE HAVEN ACT)  

233.1  Newborn safe haven Act - definitions.  
233.2  Newborn infant custody release procedures.  
233.3  Immunity.  
233.4  Rights of parents.  
233.6  Education and public information. 

http://www.dhs.iowa.gov/Consumers/Safety_and_Protection/%0bSafe_Haven.html�
http://www.dhs.iowa.gov/Consumers/Safety_and_Protection/%0bSafe_Haven.html�
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Iowa Department of Human Services 

REPORT OF SUSPECTED CHILD ABUSE 
This form may be used as the written report which the law requires all mandated reporters to file with the Department of 
Human Services following an oral report of suspected child abuse.  If your agency has a report form or letter format which 
includes all of the information requested on this form, you may use the agency format in place of this form. 

Fill in as much information under each category as is known.  Submit the completed form within 48 hours of making the 
oral report to the Centralized Intake Unit, 401 SW 7th Street, Suite G, Des Moines, Iowa  50309-3574. 

FAMILY INFORMATION 
Name of child 
 

Age 
 

Date of birth 
 

Address 
 

City 
 

State 
 

Phone 
 

School 
 

Grade level 
 

Name of parent or guardian 
 

Phone (if different from child’s) 
 

Address (if different from child’s) 
 

OTHER CHILDREN IN THE HOME 
NAME BIRTH DATE CONDITION 

   

   

   

   

INFORMATION ABOUT SUSPECTED ABUSE 

In this section, indicate the date of suspected abuse; the nature, extent and cause of the suspected abuse; the persons 
thought to be responsible for the suspected abuse; evidence of previous abuse; and other pertinent information needed to 
conduct the assessment.  Use the back of this form if necessary to complete the information requested above and to 
identify individuals who have been informed of the child abuse report, such as building administrator, supervisor, etc. 

 

REPORTER INFORMATION 
Name and title or position 
 

Office address 
 

Phone 
 

Relationship to child 
 

Names of other mandatory reporters who have knowledge of the abuse 
 

Signature of reporter Date 
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1 OBSCENITY, §728.12

728.12 Sexual exploitation of a minor.
1. It shall be unlawful to employ, use, persuade, induce, entice, coerce, solicit, knowingly

permit, or otherwise cause or attempt to cause a minor to engage in a prohibited sexual act or
in the simulation of a prohibited sexual act. A person must know, or have reason to know, or
intend that the act or simulated act may be photographed, filmed, or otherwise preserved in
a negative, slide, book, magazine, computer, computer disk, or other print or visual medium,
or be preserved in an electronic, magnetic, or optical storage system, or in any other type
of storage system. A person who commits a violation of this subsection commits a class “C”
felony. Notwithstanding section 902.9, the court may assess a fine of not more than fifty
thousand dollars for each offense under this subsection in addition to imposing any other
authorized sentence.
2. It shall be unlawful to knowingly promote any material visually depicting a live

performance of a minor engaging in a prohibited sexual act or in the simulation of a
prohibited sexual act. A person who commits a violation of this subsection commits a class
“D” felony. Notwithstanding section 902.9, the court may assess a fine of not more than
twenty-five thousand dollars for each offense under this subsection in addition to imposing
any other authorized sentence.
3. It shall be unlawful to knowingly purchase or possess a negative, slide, book, magazine,

computer, computer disk, or other print or visual medium, or an electronic, magnetic, or
optical storage system, or any other type of storage system which depicts a minor engaging
in a prohibited sexual act or the simulation of a prohibited sexual act. A person who commits
a violation of this subsection commits an aggravated misdemeanor for a first offense and
a class “D” felony for a second or subsequent offense. For purposes of this subsection, an
offense is considered a second or subsequent offense if, prior to the person’s having been
convicted under this subsection, any of the following apply:
a. The person has a prior conviction or deferred judgment under this subsection.
b. The person has a prior conviction, deferred judgment, or the equivalent of a deferred

judgment in another jurisdiction for an offense substantially similar to the offense defined
in this subsection. The court shall judicially notice the statutes of other states that define
offenses substantially similar to the offense defined in this subsection and that therefore can
be considered corresponding statutes.
4. This section does not apply to law enforcement officers, court personnel, licensed

physicians, licensed psychologists, or attorneys in the performance of their official duties.
[C79, 81, §728.12]
83 Acts, ch 167, §4; 86 Acts, ch 1176, §1 – 3; 89 Acts, ch 263, §3; 2001 Acts, ch 17, §4; 2003

Acts, ch 65, §1, 2
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1 PROTECTION OF THE FAMILY AND DEPENDENT PERSONS, §726.2

726.2 Incest.
A person, except a child as defined in section 702.5, who performs a sex act with another

whom the person knows to be related to the person, either legitimately or illegitimately, as
an ancestor, descendant, brother or sister of the whole or half blood, aunt, uncle, niece, or
nephew, commits incest. Incest is a class “D” felony.
[R60, §4367 – 4369; C73, §4030; C97, §4936; C24, 27, 31, 35, 39, §12978; C46, 50, 54, 58, 62,

66, 71, 73, 75, 77, §704.1; C79, 81, §726.2]
86 Acts, ch 1105, §1
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1 JUVENILE JUSTICE, §232.69

232.69 Mandatory and permissive reporters — training required.
1. The classes of persons enumerated in this subsection shall make a report within

twenty-four hours and as provided in section 232.70, of cases of child abuse. In addition, the
classes of persons enumerated in this subsection shall make a report of abuse of a child who
is under twelve years of age and may make a report of abuse of a child who is twelve years
of age or older, which would be defined as child abuse under section 232.68, subsection 2,
paragraph “c” or “e”, except that the abuse resulted from the acts or omissions of a person
other than a person responsible for the care of the child.
a. Every health practitioner who in the scope of professional practice, examines, attends,

or treats a child and who reasonably believes the child has been abused. Notwithstanding
section 139A.30, this provision applies to a health practitioner who receives information
confirming that a child is infected with a sexually transmitted disease.
b. Any of the following persons who, in the scope of professional practice or in their

employment responsibilities, examines, attends, counsels, or treats a child and reasonably
believes a child has suffered abuse:
(1) A social worker.
(2) An employee or operator of a public or private health care facility as defined in section

135C.1.
(3) A certified psychologist.
(4) A licensed school employee, certified para-educator, holder of a coaching

authorization issued under section 272.31, or an instructor employed by a community
college.
(5) An employee or operator of a licensed child care center, registered child development

home, head start program, family development and self-sufficiency grant program under
section 216A.107, or healthy opportunities for parents to experience success – healthy
families Iowa program under section 135.106.
(6) An employee or operator of a substance abuse program or facility licensed under

chapter 125.
(7) An employee of a department of human services institution listed in section 218.1.
(8) An employee or operator of a juvenile detention or juvenile shelter care facility

approved under section 232.142.
(9) An employee or operator of a foster care facility licensed or approved under chapter

237.
(10) An employee or operator of a mental health center.
(11) A peace officer.
(12) A counselor or mental health professional.
(13) An employee or operator of a provider of services to children funded under a federally

approved medical assistance home and community-based services waiver.
2. Any other person who believes that a child has been abused may make a report as

provided in section 232.70.
3. a. For the purposes of this subsection, “licensing board” means a board designated in

section 147.13, the board of educational examiners created in section 272.2, or a licensing
board as defined in section 272C.1.
b. A person required to make a report under subsection 1, other than a physician

whose professional practice does not regularly involve providing primary health care to
children, shall complete two hours of training relating to the identification and reporting
of child abuse within six months of initial employment or self-employment involving the
examination, attending, counseling, or treatment of children on a regular basis. Within
one month of initial employment or self-employment, the person shall obtain a statement
of the abuse reporting requirements from the person’s employer or, if self-employed, from
the department. The person shall complete at least two hours of additional child abuse
identification and reporting training every five years.
c. If the person is an employee of a hospital or similar institution, or of a public or

private institution, agency, or facility, the employer shall be responsible for providing the
child abuse identification and reporting training. If the person is self-employed, employed
in a licensed or certified profession, or employed by a facility or program that is subject to

Fri Feb 04 18:07:39 2011 232.69 (0)



§232.69, JUVENILE JUSTICE 2

licensure, regulation, or approval by a state agency, the person shall obtain the child abuse
identification and reporting training as provided in paragraph “d”.
d. The person may complete the initial or additional training requirements as part of any

of the following that are applicable to the person:
(1) A continuing education program required under chapter 272C and approved by the

appropriate licensing board.
(2) A training program using a curriculum approved by the abuse education review panel

established by the director of public health pursuant to section 135.11.
(3) A training program using such an approved curriculum offered by the department of

human services, the department of education, an area education agency, a school district, the
Iowa law enforcement academy, or a similar public agency.
e. A licensing board with authority over the license of a person required to make a report

under subsection 1 shall require as a condition of licensure that the person is in compliance
with the requirements for abuse training under this subsection. The licensing board shall
require the person upon licensure renewal to accurately document for the licensing board the
person’s completion of the training requirements. However, the licensing board may adopt
rules providing for waiver or suspension of the compliance requirements, if the waiver or
suspension is in the public interest, applicable to a person who is engaged in active duty in
the military service of this state or of the United States, to a person for whom compliance
with the training requirements would impose a significant hardship, or to a person who is
practicing a licensed profession outside this state or is otherwise subject to circumstances
that would preclude the person from encountering child abuse in this state.
f. For persons required to make a report under subsection 1 who are not engaged in a

licensed profession that is subject to the authority of a licensing board but are employed by a
facility or program subject to licensure, registration, or approval by a state agency, the agency
shall require as a condition of renewal of the facility’s or program’s licensure, registration, or
approval, that such persons employed by the facility or program are in compliance with the
training requirements of this subsection.
g. For peace officers, the elected or appointed official designated as the head of the agency

employing the peace officer shall ensure compliance with the training requirements of this
subsection.
h. For persons required to make a report under subsection 1 who are employees of state

departments and political subdivisions of the state, the department director or the chief
administrator of the political subdivision shall ensure the persons’ compliance with the
training requirements of this subsection.
[C66, 71, 73, 75, 77, §235A.3; C79, 81, §232.69]
83 Acts, ch 96, §157, 159; 84 Acts, ch 1279, §4, 6; 85 Acts, ch 173, §3 – 5; 87 Acts, ch 153, §3;

88 Acts, ch 1238, §1; 89 Acts, ch 89, §17; 89 Acts, ch 230, §5; 89 Acts, ch 265, §40; 94 Acts, ch
1130, §3; 97 Acts, ch 85, §1; 99 Acts, ch 192, §27, 33; 2000 Acts, ch 1066, §42; 2001 Acts, ch
122, §2, 3; 2002 Acts, ch 1047, §2, 20; 2002 Acts, ch 1142, §1, 31; 2005 Acts, ch 121, §2; 2007
Acts, ch 10, §164, 165; 2008 Acts, ch 1072, §3
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2012 Updated Consensus
Guidelines for the Management of

Abnormal Cervical Cancer
Screening Tests and Cancer

Precursors

L. Stewart Massad, MD, Mark H. Einstein, MD, Warner K. Huh, MD,
Hormuzd A. Katki, PhD, Walter K. Kinney, MD, Mark Schiffman, MD,

Diane Solomon, MD, Nicolas Wentzensen, MD, and Herschel W. Lawson, MD,
for the 2012 ASCCP Consensus Guidelines Conference

FromWashington University School of Medicine, St. Louis, Missouri; Albert Einstein College of
Medicine, New York, New York; University of Alabama School of Medicine, Birmingham,

Alabama; Division of Cancer Epidemiology and Genetics and Division of Cancer Prevention,
National Cancer Institute, Bethesda, Maryland; The Permanente Medical Group, Sacramento,

California; and Emory University School of Medicine, Atlanta, Georgia

h ABSTRACT: A group of 47 experts representing 23
professional societies, national and international health
organizations, and federal agencies met in Bethesda, MD,
September 14Y15, 2012, to revise the 2006 American Society
for Colposcopy and Cervical Pathology Consensus Guidelines.
The group’s goal was to provide revised evidence-based
consensus guidelines for managing women with abnormal
cervical cancer screening tests, cervical intraepithelial neo-
plasia (CIN) and adenocarcinoma in situ (AIS) following
adoption of cervical cancer screening guidelines incorporat-
ing longer screening intervals and co-testing. In addition to
literature review, data from almost 1.4 million women in the

Kaiser Permanente Northern California Medical Care Plan
provided evidence on risk after abnormal tests. Where data
were available, guidelines prescribed similar management
for women with similar risks for CIN 3, AIS, and cancer. Most
prior guidelines were reaffirmed. Examples of updates in-
clude: Human papillomavirusYnegative atypical squamous
cells of undetermined significance results are followed with
co-testing at 3 years before return to routine screening and
are not sufficient for exiting women from screening at age
65 years; women aged 21Y24 years need less invasive man-
agement, especially for minor abnormalities; postcolposcopy
management strategies incorporate co-testing; endocervical
sampling reported as CIN 1 should be managed as CIN 1;
unsatisfactory cytology should be repeated in most circum-
stances, even when HPV results from co-testing are known,
while most cases of negative cytology with absent or insuf-
ficient endocervical cells or transformation zone component
can be managed without intensive follow-up. h

By 2001, revised Bethesda system terminology for
reporting cervical cytology results and the availabil-

ity of findings from a recent randomized trial of strategies
for managing minor cervical cytologic abnormalities had
created the need for a standard approach to managing
women with abnormal cervical cytology and cervical
cancer precursors (1Y3). In response, the American Society
for Colposcopy and Cervical Pathology (ASCCP) initiated

These guidelines are being published simultaneously in Obstetrics &
Gynecology and the Journal of Lower Genital Tract Disease. The complete
algorithms are published in the Journal of Lower Genital Tract Disease and
are also available on the web site of the American Society for Colposcopy
and Cervical Pathology (http://www.asccp.org/).

The contents of this article are solely the responsibility of the authors
and do not necessarily represent the official views of the National Institutes
of Health or U.S. federal government.Corresponding author: L. Stewart
Massad, MD Division of Gynecologic Oncology, Washington University
School of Medicine, 4911 Barnes-Jewish Hospital Plaza, St. Louis, MO 63110;
e-mail: massadl@wudosis.wustl.edu.
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a process that developed comprehensive, evidence-based
consensus guidelines to aid clinicians in managing
women with abnormal cervical cytology, cervical intra-
epithelial neoplasia (CIN), and adenocarcinoma in situ
(AIS) (4, 5). Although those guidelines became the stan-
dard for managing women with abnormal cervical cytol-
ogy and cancer precursors, the need for revisions became
apparent. A second consensus conference in 2006 aligned
management of minor cytologic abnormalities and CIN 1,
incorporated follow-up results of the ASCUS-LSIL Triage
Study (ALTS), identified strategies for management of
positive human papillomavirus (HPV) DNA tests, and
established guidelines for management of adolescents and
young women (6, 7).

As updated in 2001, the Bethesda System also defined
terminology for cytologic specimen adequacy, and ASCCP
developed management guidelines for women with unsat-
isfactory cytology results and for thosewithnegative results
but limited endocervical/transformation zone (EC/TZ)
component (8). These guidelines were updated in 2008 (9)
but were not validated by a national consensus conference.

Previous guidelines remain valid, but knowledge
has advanced. Screening has changed. In 2012, national
organizations published guidelines embracing longer
screening intervals and a later age to start screening
(10, 11). Co-testing with cytology and HPV testing at
5-year intervals is now the preferred or acceptable
strategy for cervical cancer screening for women aged
30Y64 years (10, 11). Clinicians should benefit from
guidance on how to incorporate co-testing into man-
agement of women with cervical abnormalities.

In addition, new evidence to guide decisions about
management of abnormal screening tests and CIN and
AIS emerged in 2012 from analyses of the large clinical
database at the Kaiser Permanente Northern California
Medical Care Plan (KPNC), conducted in collaboration
with scientists from the National Cancer Institute (NCI)
(12). This new evidence fills gaps in the 2006 guidelines.
For example, prior management guidelines relied heavily
on data from ALTS, which provided evidence on initial
management of women with minor cytologic abnormal-
ities. Results were extrapolated to provide guidelines on
management of women with more severe cytologic ab-
normalities and post-colposcopy follow-up. The newer
evidence from KPNC analyses allows validation or
modification of prior guidelines in specific areas. The
size of the KPNC database also allows age-based
stratification of data for some types of abnormalities.
While these observational data from a single U.S. re-
gion may limit generalizability and the lack of follow-up

beyond 8 years may limit long-term risk estimates, pub-
lication of comparable analyses from similarly large da-
tabases soon is unlikely.

Finally, additional data have emerged in specific areas.
Human papillomavirus genotyping tests have been ap-
proved; these have been recommended as an option for
specific clinical scenarios to guide triage to colposcopy.
More information is also available to guide management
of women with unsatisfactory cytology.

In response, ASCCP conducted a consensus process to
update the management of abnormal co-testing results and
cytology with specimen adequacy limitations, the initial
management of abnormal screening test results, options for
postcolposcopy management, management of women
aged 21Y24 years, and other issues. This report details the
consensus guidelines developed through this process.

METHODS

The process for the 2012 consensus guidelines was
similar to that for the previous guidelines (4Y7). Initially
the ASCCP Practice Committee defined questions for the
2012 consensus process. A steering committee of na-
tionally recognized experts in cervical cancer prevention
was nominated and canvassed for additional questions.
At the March 2012 ASCCP Biennial Scientific Meeting,
conference attendees presented suggestions for guide-
lines review. Organizations that participated in the 2006
guidelines development process were solicited to nomi-
nate representatives to the revision process and also were
asked to identify questions for review. Participants and
participating organizations are listed in Appendix A.

A multifaceted process was used to evaluate the evi-
dence and resolve identified issues. Five working groups
were created, chaired by steering committee members
and including delegates from participating organizations.
For some working groups, the MEDLINE database was
queried using relevant key words for English-language
articles published after 2005, the date of the last con-
sensus conference review (see Appendix 1, available
online at http://links.lww.com/LGT/A9). Potentially rel-
evant abstracts from identified articles were reviewed.
Reports were rated according to the strength and quality
of relevant evidence.

Other working groups focused on analyses of outcomes
risk from a database of 1.4 million women cared for at
KPNC and followed from January 1, 2003 to December
31, 2010.Theprimary outcomeof interest in these analyses
was CIN 3+ (CIN 3, AIS, and cancer). Cancer was used as
an outcome when risk was high and CIN 2+ (CIN 3+ and
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CIN 2) was used when the number of CIN 3+ events was
low. Applying the concepts of ‘‘similar management for
similar risks,’’ risks were benchmarked to those for ac-
cepted management strategies. Since delegates considered
zero cancer risk unattainable and CIN 3+ a reasonable
proxy for cancer risk, acceptable risks were considered
to be those approximating CIN 3+ risk 3 years after
negative cytology or 5 years after negative co-testing. In
brief, immediate colposcopy was recommended when the
5-year risk of CIN 3+ in the KPNC cohort exceeded 5%, a
6-month to 12-month return for risk of 2Y5%, a 3-year
return for risk of 0.1Y2%, and a 5-year return interval for
risk comparable to co-testing in women without a history
of abnormality, or 0.1%. (12).

Draft guidelines developed by the working groups were
posted to the ASCCP web site, and comments were
solicited from collaborating organizations and the public.
Draft guidelines revised in light of public comments were
presented to a consensus conference convened September
14Y15, 2012, at the Natcher Conference Center on the
campus of the National Institutes of Health in Bethesda,
MD. Draft guidelines and supporting evidence were pre-
sented, discussed, revised as needed, and adoptedby at least
66% of voting delegates using electronic voting devices.

The terminology used in the updated guidelines is
similar to prior versions, and the two-part rating system
is the same (Table 1). Ratings are given in parentheses
throughout the guidelines. The terms recommended,
preferred, acceptable, and unacceptable are used in the
guidelines to describe various interventions. A new term,
‘‘not recommended,’’ was added to describe management
strategies with weak evidence against their use but only
marginal risk for adverse consequences. The strength rating
of a recommendation was based on the quality of evidence
supporting it but incorporated other factors, including
potential for harm if an intervention did not occur and
potential complications from a given intervention.

For cytologic classification and assessment of cytology
specimen adequacy, the 2001 Bethesda System was used
(1). For histologic classification, a two-tiered system was
employed. Low-grade lesions were termed CIN 1 and high-
grade lesions were termed CIN 2 or CIN 3. Some pathol-
ogists do not distinguish CIN 2 from CIN 3, and these
undifferentiated high-grade lesions are termed CIN 2,3.

GUIDING PRINCIPLES

Participants at the consensus conference affirmed that
the 2006 ASCCP guidelines for the management of
abnormal cervical cancer screening tests (6) and CIN

or AIS (7) remain valid, with the exception of the spe-
cific areas reviewed. Those earlier guidelines have been
combined with current revisions in this document to
provide comprehensive recommendations for manage-
ment. Changes are summarized in Box 1.

Cervical cancer prevention is a process with benefits
and harms. Risk cannot be reduced to zero with cur-
rently available strategies, and attempts to achieve zero
risk may result in unbalanced harms, including over-
treatment. As noted in a 2011 consensus conference on
cervical cancer screening (10), optimal prevention strat-
egies should identify those HPV-related abnormalities
likely to progress to invasive cancers while avoiding de-
structive treatment of abnormalities not destined to be-
come cancerous. Adoptedmanagement strategies provide
what participants considered an acceptable level of
risk of failing to detect high-grade neoplasia or cancer
in a given clinical situation. Where data were available,

Table 1. Rating the Recommendations

Strength of recommendation*

A Good evidence for efficacy and substantial
clinical benefit support recommendation for use.

B Moderate evidence for efficacy or only limited
clinical benefit supports recommendation for use.

C Evidence for efficacy is insufficient to support a
recommendation for or against use, but
recommendations may
be made on other grounds.

D Moderate evidence for lack of efficacy or for adverse
outcome supports a recommendation against use.

E Good evidence for lack of efficacy or for adverse
outcome supports a recommendation against use.

Quality of evidence*
I Evidence from at least one randomized,

controlled trial.
II Evidence from at least one clinical trial without

randomization, from cohort or case-controlled
analytic studies (preferably from more than
one center), or from multiple time-series studies,
or dramatic results from uncontrolled experiments.

III Evidence from opinions of respected authorities
based on clinical experience, descriptive studies,
or reports of expert committees.

Terminology used for recommendations†
Recommended Good data to support use when only one

option is available.
Preferred Option is the best (or one of the best) when

there are multiple options.
Acceptable One of multiple options when there is either

data indicating that another approach is
superior or when there are no data to
favor any single option.

Not recommended Weak evidence against use and marginal risk
for adverse consequences.

Unacceptable Good evidence against use.

*Modified fromGross PA, Barrett TL, Dellinger EP, et al. Purpose of quality standards for
infectious diseases. Infectious Diseases Society of America. Clin Infect Dis 1994;18:421.
98. Kish MA. Guide to development of practice guidelines. Clin Infect Dis 2001;32:851Y4.
† The assignment of these terms represents an opinion ratified by vote during the 2012
consensus conference.
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similar management strategies were prescribed for sim-
ilar levels of risk (12, 13). Guidelines cannot be devel-
oped for all situations. Clinical judgment should always
be applied when applying guidelines to individual pa-
tients. This is especially true for guidelines based on less
robust evidence.

In 2012, the Lower Anogenital Squamous Terminol-
ogy (LAST) Project created new terminology for HPV-
related lesions of the lower genital tract (14). However,
delegates to the current consensus process determined
that this classification does not yet have a sufficiently
robust outcomes evidence base to allow elucidation of
risk-based management guidelines (see Box 2).

Algorithms detailing the different management rec-
ommendations are available at the ASCCP web site
(www.asccp.org/consensus2012). A glossary of terms
used in the guidelines is in Appendix B.

In the 2006 ASCCP guidelines,(6,7) several pathways
concluded by returning women to ‘‘routine screening.’’
This term was not defined, but in 2006, screening
guidelines prescribed cytology at shorter intervals than
now recommended. Current 2011 screening guidelines
recommend either 3-year cytology intervals or, for
women aged 30Y64 years, 5-year co-testing intervals
(10, 11). These multi-year intervals are safe only when
risk for the development of CIN 3+ during the years
between testing is low (10, 11). For example, women
aged 30Y64 years with a negative co-test have a 5-year

risk of CIN 3+ of only 8/10,000 (12). Although this low
level of risk can be achieved among women with nega-
tive screening histories, for those with some abnormal-
ities, risk for CIN 3+ remains elevated for years, even
after treatment and even after initial negative surveil-
lance. After some abnormalities, current follow-up data
are insufficient to define a pathway to return to 5-year
routine screening intervals because even with treatment,
risk does not fall to a level consistent with 5-year retesting.

When, how, and even whether to perform endocervi-
cal sampling is controversial. Endocervical brushing has
better sensitivity than curettage with similar specificity,
better tolerance, and fewer insufficient samples, although
grading may be more difficult because stroma is rarely
sampled with brushing (15, 16). Either is acceptable
for endocervical sampling. In 2006, working groups
assessing management of cytology reported as atypical
squamous cells of undetermined significance (ASC-US)
and low-grade squamous intraepithelial lesions (LSIL)
defined indications for endocervical sampling, guidance
that should be valid for women with cytology results
of atypical squamous cells, cannot exclude high-grade
squamous intraepithelial lesions (ASC-H) and high-grade
squamous intraepithelial lesions (HSIL) as well.

Management strategies incorporate HPV testing based
on studies using validated HPV assays. Management
based on results of HPV tests not similarly validated may
not result in intended outcomes and may risk patient
harm. These guidelines are intended for use only with
HPV tests that have been analytically and clinically vali-
dated with proven acceptable reproducibility, clinical sen-
sitivity, specificity, and positive and negative predictive
values for cervical cancer and verified precancer (CIN 2+),
as documented by U.S. Food and Drug Administration
(FDA) licensing and approval or publication in peer-
reviewed scientific literature. Testing should be restricted
to high-risk (oncogenic)HPV types (mainly 16, 18, 31, 33,
35, 39, 45, 51, 52, 56, 58, and 59), and in these guide-
lines ‘‘HPV testing’’ refers only to testing for high-risk

Box 1. Essential Changes From Prior Management
Guidelines*

& Cytology reported as negative but lacking endocervical cells can be
managed without early repeat.

& CIN 1 on endocervical curettage should be managed as CIN 1, not as a
positive ECC.

& Cytology reported as unsatisfactory requires repeat even if HPV negative.
& Genotyping triages HPV-positive women with HPV type 16 or type
18 to earlier colposcopy only after negative cytology; colposcopy is
indicated for all women with HPV and ASC-US, regardless of
genotyping result.

& For ASC-US cytology, immediate colposcopy is not an option. The serial
cytology option for ASC-US incorporates cytology at 12 months, not
6 months and 12 months, and then if negative, cytology every 3 years.

& HPV-negative and ASC-US results should be followed with co-testing at
3 years rather than 5 years.

& HPV-negative and ASC-US results are insufficient to allow exit from
screening at age 65 years.

& The pathway to long-term follow-up of treated and untreated CIN 2+
is more clearly defined by incorporating co-testing.

&More strategies incorporate co-testing to reduce follow-up visits. Pap-only
strategies are now limited to women younger than 30 years, but
co-testing is expanded even to women younger than 30 years in some
circumstances. Women aged 21-24 years are managed conservatively.

CIN, cervical intraepithelial neoplasia; ECC, endocervical curettage; HPV, human papil-
lomavirus; ASC-US, atypical squamous cells of undetermined significance.
*Prior management guidelines were from the ‘‘2006 Consensus Guidelines for the
Management of Women With Abnormal Cervical Screening Tests’’ (6). Prior guidelines
not changed were retained.

Box 2.

A recent consensus conference (the Lower Anogenital Squamous
Terminology [LAST] Project convened by the College of American
Pathologists and the American Society for Colposcopy and Cervical
Pathology) adopted a two-tier terminology that incorporates ancillary
tests and other criteria to distinguish indeterminate lesions as high grade
or low grade. Until a comprehensive evidence review and consensus
guidelines development process can be conducted, histopathology
results reported as low-grade squamous intraepithelial lesions (LSIL)
should be managed as cervical intraepithelial neoplasia (CIN) 1 and
those reported as high-grade squamous intraepithelial lesions
(HSIL) should be managed as CIN 2,3 (14).
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(oncogenic)HPV types. Testing for low-risk (nononcogenic)
HPV types has no role in the evaluation of women with
abnormal cervical cytologic results.

Both ablation and excision effectively treat CIN.
Randomized trials comparing different modalities show
similar efficacy (17Y20). Efficacy rates range from 90%
to 95%, and most failures occur within 2 years (21),
although cancers can develop up to 20 years after
treatment (22). Margin status is a convenient predictor
of recurrence and a traditional risk marker, although it
does not appear to be an independent risk factor (23,
24). Nonsurgical therapies, including topical agents and
therapeutic vaccines, remain investigational.

A wide variety of follow-up approaches have been
described for women treated for CIN, incorporating
cytology, HPV testing, and colposcopy alone or in
combination at intervals from 3 months to annually.
HPV testing is more sensitive but less specific than cy-
tology in posttreatment follow-up and it may result in
earlier diagnosis of persistent or recurrent disease (25).
Protocols for follow-up after treatment of CIN have
not been evaluated as primary interventions in ran-
domized trials.

Under the 2011 screening guidelines, women
followed after positive HPV tests but negative cytology
were referred to colposcopy only if they had LSIL or
more severe cytology or a positive HPV test during
surveillance co-testing (10). However, only 0.04% of all
women aged 30-64 years in the KPNC database had
HPV-negative ASC-US after an HPV-positive, cytology
negative result (26), so referring these women for col-
poscopy will burden care systems minimally. Thus, for
simplicity, current guidelines recommend colposcopy
for any positive HPV test or any abnormal cytology
during follow-up.

Studies of the effect of treatment on future pregnancy
are conflicting, although many indicate an approxi-
mately two-fold increase in preterm delivery risk
(27Y29). Although not proven, this is presumed to re-
sult from deficient cervical stroma, and risk appears to
increase with the volume and number of excisions (30).
However, many studies were done in countries where
loop excisions are performed with larger loop sizes and
deeper excisions than most U.S. clinicians employ.
Studies linking ablative treatments to preterm delivery
are even more limited and conflicting. Women with
CIN may be at increased risk for preterm delivery even
when untreated. Nevertheless, because pregnancy
complications can be devastating, the potential benefits
of treatment should be balanced against the risk to

future pregnancies. Young women have high regression
rates for cervical disease and low cancer risk (31Y33).
The term ‘‘young women’’ indicates those who after
counseling by their clinicians consider risk to future
pregnancies from treating cervical abnormalities to
outweigh risk for cancer during observation of those
abnormalities. No specific age threshold is intended.

In 2006, guidelines recommended less aggressive
management for adolescents with cervical abnormalities
(6, 34), but these are now moot because the 2011
screening guidelines recommend not screening adoles-
cents (10, 11). Delegates to the 2012 consensus confer-
ence considered less intensive management for other
young women with abnormal cytology. Cervical cancer
risk remains low through age 25 years (35), HPV is
common (36), and lesions often regress (37). The annual
incidence of cervical cancer among U.S. women aged
21Y24 years is 1.4/100,000, and almost 55,000 cytology
tests must be obtained for every cervical cancer diag-
nosed in this age group (35). This level of risk is 10-fold
higher than risk in adolescents and appears to be high
enough to justify screening yet is low enough to allow
observation for minor cytologic abnormalities. Guide-
lines for women aged 21Y24 years can be extrapolated
to adolescents inadvertently screened.

Interventions for abnormal screening tests and CIN
or AIS have other consequences that are not easily
measurable. Women experience emotional distress when
receiving abnormal cytology and HPV test results, when
having colposcopy even when findings are normal, and
when undergoing cervical treatment. Emotional distress
is usually prompted by uncertainty and anticipation of
the unknown (38). Many management strategies incor-
porate follow-up with HPV testing, which can elicit
feelings of stigma and shame when positive despite the
near-ubiquitous frequency of HPV infection (39, 40).
The anxiety and time required for visits to manage ab-
normal cytology can adversely affect relationships,
work-related and school activities, and family matters
(41). These potential harms reinforce the concept that
colposcopy and other interventions should be avoided
when risk for CIN 3+ is low and when identified lesions
are likely to resolve.

In the 2001 guidelines (4), separate recommendations
for ASC-US management were developed for women
infected with human immunodeficiency virus and other
immunosuppressive conditions. Data review in 2006
eliminated these separate guidelines. Immunosuppressed
women with abnormal results should be managed in the
same manner as immunocompetent women.
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Guidelines on management apply only to women un-
dergoing routine screening with adequate visualization of
the cervix and directed sampling with acceptable collec-
tion instruments. They also apply only to women iden-
tified with abnormalities during screening. Women with
postcoital or unexplained abnormal vaginal bleeding,
pelvic pain, abnormal discharge, or a visible lesion merit
individualized evaluations.

Consensus guidelines from the ASCCP have interna-
tional influence. However, they are tailored to the op-
portunistic cervical cancer screening system of the
United States, with specific terminology, diagnostic cri-
teria, pathways to colposcopic training, patient expec-
tations and adherence, andmedicalYlegal risks. Clinicians
elsewhere must consider the guidelines in light of their
own context and adapt management accordingly.

MANAGEMENT OF ABNORMAL SCREENING TESTS

Unsatisfactory Cytology

Cytology results are unsatisfactory for 1% or less across
all preparation types (42, 43). Unsatisfactory cytology
specimens are unreliable for detecting epithelial abnor-
malities. However, most studies that found a higher risk
of disease among women with unsatisfactory cytology
employed conventional Pap tests that can be rendered
unsatisfactory by obscuring blood, inflammation, or

other processes (44, 45). Now that most U.S. cytology is
done using liquid-based media, which can control for
most obscuring factors in processing, unsatisfactory re-
sults arise largely from insufficient squamous cells (46).
Evidence is sparse governingmanagement of womenwith
unsatisfactory cytology obtained as part of co-testing,
although risk for high-grade disease in women with
negative HPV tests appears to be low (47). Unsatisfactory
results arise largely from insufficient squamous cells (48).
Some currently available HPV tests lack a control for
epithelial cellularity, so a negative HPV test cannot be
relied, upon as the HPV test may be falsely negative be-
cause of an insufficient sample.

Specimen collection techniques to minimize unsatis-
factory cytology have not changed since the last guideline
(9). Extended-tip spatulas, spatulas plus brushes, and
brooms all appear effective (49, 50). When two devices
are used, the ectocervical device should be used first.

Management of Women With
Unsatisfactory Cytology (Fig. 1)

For women with an unsatisfactory cytology result and
no, unknown, or a negative HPV test result, repeat cy-
tology in 2Y4 months is recommended (BIII). Triage
using reflex HPV testing is not recommended (BIII).
Treatment to resolve atrophy or obscuring inflammation
when a specific infection is present is acceptable (CIII).

Figure 1.
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For women aged 30 years and older who are co-tested
and have unsatisfactory cytology and a positive HPV
test, repeat cytology in 2Y4 months or colposcopy is
acceptable (BII). Colposcopy is recommended for women
with two consecutive unsatisfactory cytology tests (CIII).

Cytology Reported as Negative but With
Absent or Insufficient EC/TZ Component

Cytology reported as negative but with absent or in-
sufficient EC/TZ component has adequate cellularity
for interpretation but lacks endocervical or metaplastic
cells, suggesting that the squamocolumnar junction may
not have been adequately sampled. This raises concern
for missed disease. Recently reported rates of cytology
results reported as negative but with absent or insuffi-
cient EC/TZ component have ranged from 10% to 20%
and are higher in older women (51, 52). Prior guidelines
recommended early repeat cytology (8, 9). However,
while women with absent or insufficient EC/TZ com-
ponent have fewer concurrent cytologic abnormalities,
they do not have a higher risk for CIN 3+ over time than
women with a satisfactory EC/TZ component, as would
be expected if true precancers had been missed. Instead,
the lower rate of cytologic abnormality appears to occur
because women whose cytology lacks a satisfactory EC/
TZ component are older, and older women have lower

CIN 3+ risk (53). A recent meta-analysis found that
negative cytology had good specificity and negative
predictive value despite absent or insufficient EC/TZ
component (54). HPV testing appears to be independent
of transformation zone sampling (55) and offers an
added margin of safety for women aged 30Y64 years
now that co-testing is the preferred screening strategy
for that age group. An absent EC/TZ component is not
associated with an increased incidence of cervical dis-
ease after treatment of CIN 2+ (56).

Management of Women With Cytology Reported as
Negative but With Absent or Insufficient EC/TZ

Component (Fig. 2)

For women aged 21Y29 years with negative cytology and
absent or insufficient EC/TZ component, routine screen-
ing is recommended. HPV testing is unacceptable (BIII).

For women aged 30 years and older with cytology
reported as negative and with absent or insufficient
EC/TZ component and no or unknown HPV test re-
sult, HPV testing is preferred (BIII). Repeat cytology in
3 years is acceptable if HPV testing is not performed
(BIII). If the HPV test is done and is negative, return
to routine screening is recommended (BIII). If the
HPV test is positive, repeating both tests in 1 year is
acceptable (BIII). Genotyping is also acceptable; if
HPV type 16 or type 18 is present, colposcopy is

Figure 2.
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recommended (BII). If HPV type 16 and type 18
are absent, repeat co-testing in 12 >months is recom-
mended (BIII).

Negative Cytology With a Positive HPV Test

Although not indicated for younger women, co-testing is
the preferred screening strategy for women aged 30Y64
years (10). Despite negative cytology, women with on-
cogenic HPV are at higher risk for later CIN 3+ than
women with negative HPV tests (57). The risk of CIN 3+
in HPV positive but cytology negative women is suffi-
cient to justify early return for retesting. Persistent HPV
positivity increases risk still further (58, 59). However,
most HPV infections are cleared, substantially reduc-
ing risk of CIN 3+ (60), so observing women to allow
clearance is attractive. Nevertheless, CIN 3+ does occur
during observation, requiring guidelines to balance risks
arising from intervention for HPV that may yet be cleared
against the risks of disease. This is true even for women
with HPV infections but negative cytology. In the KPNC
cohort, the CIN 3+ risk for every co-test result obtained
after an initial HPV-positive but cytology-negative result
was higher than risk associated with that co-test result in
women with prior negative screening (58).

Women with HPV-16 are at particular risk for CIN
3+. Human papillomavirus-18 merits special consider-
ation because of its association with cervical adenocar-
cinomas, which are less efficiently detected by cytology
than squamous cancers.

Management of Women Testing HPV Positive but

Cytology Negative (Fig. 3)

For women 30 years of age and older with HPV-positive
but cytology-negative co-testing, repeat co-testing at
1 year is acceptable (BII). At the 1-year repeat co-test, if
the HPV test is positive or cytology is ASC-US or worse,
colposcopy is recommended (BII). If the 1-year repeat
co-test result is HPV negative and cytology negative,
repeat co-testing in 3 years is recommended (BII).

HPV genotyping is also acceptable. If HPV-16 or
HPV-18 tests are positive, colposcopy is recommended
(BII). If HPV-16 and HPV-18 tests are negative, repeat
co-testing in 1 year is recommended (BII).

Atypical Squamous Cells of Undetermined

Significance (ASC-US)

ASC-US is the most common cytologic abnormality, but
it carries the lowest risk of CIN 3+, partly because one
third to two thirds are not HPV-associated (2, 26). In
ALTS, three management strategies performed similarly
and were included in subsequent guidelines (3, 4, 6).
Compared with colposcopy for all ASC-US, reflex test-
ing followed by colposcopy for HPV-positive women
was preferred because it identified most CIN 3 lesions
yet referred many fewer women to colposcopy (3). ALTS
was conducted before the 2001 Bethesda system update,
which separated ASC-H cytology from the ASC-US
category. For this and other reasons, the observed 3%

Figure 3.
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5-year risk of CIN 3+ after ASC-US among women aged
30 years and older in the KPNC cohort was lower than
the 2-year risk seen in ALTS. In fact, risk was low enough
to justify annual rather than semiannual cytology as
sufficiently sensitive to identify women with CIN 3+ (61).

Recent 2011 screening guidelines recommended that
women with HPV-negative ASC-US co-testing results be
managed with routine follow-up (10). This was based on
an earlier analysis of a smaller KPNC dataset. Analysis
of an expanded dataset found that while the absolute
risk of CIN 3+ was low after HPV-negative ASC-US, it
was more comparable to CIN 3+ risk among women
with negative cytology alone than those with a negative
co-test (26), suggesting a 3-year interval for follow-up.
In addition, women over 60 years of age with HPV-
negative ASC-US had a higher risk for cervical cancer
during follow-up than women with negative co-testing,
suggesting that they need continued screening.

Triage using HPV genotyping was considered. Women
with ASC-US who also had HPV-16 or HPV-18 detected
had approximately twice the risk of CIN 3+ as women
with ASC-US and high-risk HPV types other than 16 or
18 (61Y63). Nevertheless, KPNC data showed that the
risk for CIN 3+ in both groups exceeded the threshold
for colposcopy (26). HPV-16/18 genotyping of HPV-
positive women with ASC-US did not appear to lead to
different management.

No new information that would change the 2006
guidelines was identified on ASC-US in pregnant or
postmenopausal women.

Management of Women with ASC-US (Fig. 4)

For women with ASC-US cytology, reflex HPV testing is
preferred (BI). For women with HPV-negative ASC-US,
whether from reflex HPV testing or co-testing, repeat
co-testing at 3 years is recommended (BII). For women
with HPV-positive ASC-US, whether from reflex HPV
testing or co-testing, colposcopy is recommended (BI).
When colposcopy does not identify CIN in women
with HPV-positive ASC-US, co-testing at 12 months is
recommended (BII). If the co-test is HPV negative and
cytology negative, return for age-appropriate testing in
3 years is recommended (BII). If all tests are negative at
that time, routine screening is recommended (BIII). It
is recommended that HPV testing in follow-up after
colposcopy not be performed at intervals of less than
12 months (EIII).

For women with ASC-US cytology and no HPV re-
sult, repeat cytology at 1 year is acceptable (BII). If the
result is ASC-US or worse, colposcopy is recommended;
if the result is negative, return to cytology testing at
3-year intervals is recommended (BII).

Endocervical sampling is preferred for women in
whom no lesions are identified (BII) and for those with an

Figure 4.
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inadequate colposcopy (AII) but is acceptable for women
with an adequate colposcopy and a lesion identified in the
transformation zone (CII).

Because of the potential for overtreatment, the rou-
tine use of diagnostic excisional procedures such as loop
electrosurgical excision for women with an initial ASC-
US in the absence of CIN 2+ is unacceptable (EII).

ASC-US in Special Populations

Women Aged 21Y24 years (Fig. 5)

Initial Management

For women aged 21Y24 years with ASC-US, cytology
alone at 12-month intervals is preferred, but reflex HPV
testing is acceptable (BII). If reflex HPV testing is
performed with ASC-US and the HPV result is positive,
repeat cytology in 12 months is recommended (BII).
Immediate colposcopy or repeat HPV testing is not
recommended. If reflex HPV testing is performed and is
negative, return for routine screening with cytology
alone in 3 years is recommended (BII).

Follow-Up

For women with ASC-US who are aged 21Y24 years,
follow-up with cytology at 12-month intervals is recom-
mended. Colposcopy is not recommended. (BII) For
women with ASC-H or HSIL+ (HSIL, atypical glandular
cells [AGC], or cancer) at the 12-month follow up, col-
poscopy is recommended. For women with ASC-US or

worse at the 24-month follow-up, colposcopy is recom-
mended. For women with two consecutive negative re-
sults, return to routine screening is recommended. (BII)

Women Aged 65 Years and Older. Postmenopausal
women with ASC-US should be managed in the same
manner as women in the general population, except
when considering exit from screening for women aged
65 years and older. For those women, HPV-negative
ASC-US results should be considered abnormal (AII).
Additional surveillance is recommended with repeat
screening in 1 year; co-testing is preferred but cytology is
acceptable (BII).

Pregnant Women. Management options for pregnant
women with ASC-US are identical to those described
for nonpregnant women, with the exception that defer-
ring colposcopy until 6 weeks postpartum is acceptable
(CIII). Endocervical curettage in pregnant women is
unacceptable (EIII). For pregnant women who have no
cytologic, histologic, or colposcopically suspected CIN
2+ at the initial colposcopy, postpartum follow-up is
recommended (BIII).

Postmenopausal Women. Postmenopausal women with
ASC-US should be managed in the same manner as
women in the general population (BII).

Figure 5.
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Low-Grade Squamous Intraepithelial Lesion

The ASCUS-LSIL Triage Study showed that the natural
history of LSIL approximates that of HPV-positive ASC-
US (64), suggesting that women with either should be
managed similarly. Analysis of the KPNC dataset con-
firmed that women with LSIL at ages 21Y24 years carry
a lower risk of CIN 3+ than older women (33, 65). Low-
grade squamous intraepithelial lesions are highly asso-
ciated with HPV infection, with a pooled estimate of
HPV positivity of 77% (66). This rate appears too
high to allow reflex HPV testing to select women for
colposcopy efficiently. However, when co-testing is per-
formed in women 30 years of age and older, some women
have HPV-negative LSIL. In the KPNC cohort, the risk
of CIN 3+ in HPV-negative women with LSIL was low,
similar to that of ASC-US alone (67).

Management of Women with LSIL (Fig. 6)

For women with LSIL cytology and no HPV test or a
positive HPV test, colposcopy is recommended (AI). If co-
testing shows HPV-negative LSIL, repeat co-testing at
1 year is preferred, but colposcopy is acceptable. If repeat
co-testing at 1 year is elected, and if the cytology is ASC-
US or worse or theHPV test is positive (ie, if the co-testing
result is other than HPV negative, cytology negative),
colposcopy is recommended. If the co-testing result
at 1 year is HPV negative and cytology negative, repeat

co-testing after an additional 3 years is recommended.
If all tests are negative at that time, routine screening is
recommended (BIII).

LSIL in Special Populations

Women Aged 21Y24 Years (Fig. 5). For women with
LSIL who are aged 21-24 years, follow-up with cytology
at 12-month intervals is recommended (BII). Colposco-
py is not recommended (DII). For women with ASC-H
or HSIL+ at the 12-month follow up, colposcopy is
recommended. For women with ASC-US or worse at the
24-month follow up, colposcopy is recommended. For
women with two consecutive negative results, return to
routine screening is recommended (BII).

Pregnant Women (Fig. 7). For pregnant women with
LSIL, colposcopy is preferred (BII). Endocervical curet-
tage in pregnant women is unacceptable (EIII). For
pregnant women aged 21Y24 years, follow-up according
to the guidelines for management of LSIL in women
aged 21Y24 years is recommended (discussed in previous
paragraph). Deferring colposcopy until 6 weeks postpar-
tum is acceptable (CIII). For pregnant women who have
no cytologic, histologic, or colposcopically suspected CIN
2+ at the initial colposcopy, postpartum follow-up is
recommended (BIII). Additional colposcopic and cytologic

Figure 6.
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examinations during pregnancy are unacceptable for these
women (DIII).

Postmenopausal Women. Acceptable options for the
management of postmenopausal women with LSIL and
no HPV test include obtaining HPV testing, repeat cyto-
logic testing at 6 months and 12 months, and colposcopy
(CIII). If the HPV test is negative or if CIN is not iden-
tified at colposcopy, repeat cytology in 12 months is

recommended. If either the HPV test is positive or repeat
cytology is ASC-US or greater, colposcopy is recom-
mended (AII). If two consecutive repeat cytology tests are
negative, return to routine screening is recommended. (BII)

Atypical Squamous Cells, Cannot Exclude High-Grade

Squamous Intraepithelial Lesion (ASC-H)

Data from KPNC confirmed that a report of ASC-H
confers higher risk for CIN 3+ over time than ASC-US or

Figure 8.
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LSIL (68, 69), although risk is lower than that following
HSIL. This is also true for women aged 21Y24 years,
although their risk of CIN 3+ is lower than that for older
women with ASC-H (33). The high rate of HPV detec-
tion in women with ASC-H makes reflex HPV testing
unsuitable (3). In addition, the 5-year cancer risk among
women with HPV-negative ASC-H is 2%, which is too
high to justify observation (68).

Management of Women With ASC-H (Fig. 8). For
womenwith ASC-H cytology, colposcopy is recommended
regardless of HPV result. Reflex HPV testing is not
recommended (DII).

ASC-H in Special Populations

Women Aged 21Y24 Years (Fig. 9)

Colposcopy is recommended (AII). Further management
should follow guidelines for women aged 21Y24 years
with HSIL.

High-Grade Squamous Intraepithelial Lesion (HSIL)

HSIL cytology results identify women at substantial risk.
CIN 2+ is found at colposcopy in some 60% of women
with HSIL (69Y71). This justifies immediate excision of
the transformation zone for many women, especially
those who are at risk for loss to follow-up or who have
completed childbearing. Cervical cancer is found at

colposcopy in some 2% of women with HSIL, although
risk rises with age and is low among women aged 21Y24
years, even with follow-up (33). Five-year cervical can-
cer risk is 8% among women 30 years of age and older
(72). Risks are modified by HPV test results: HPV-
negative HSIL co-test results, although uncommon, still
carry a 5-year risk for CIN 3+ of 29%, while 7% will
develop cancer (72). This precludes reflex HPV triage
for HSIL. In the KPNC cohort, among women 30 years
of age and older with HPV-positive HSIL, the 5-year risk
of CIN 3+ was 50%, while the 5-year cancer risk was
7% (72). When HPV results are known from co-testing
for women with HSIL, these risks may inform the choice
between immediate diagnostic excision and colposcopy
and between diagnostic excision and cytologic and col-
poscopic surveillance when CIN 2+ is not identified. The
sensitivity of colposcopy for detecting CIN 2+ is lower
than previously appreciated (73Y75), and multiple bi-
opsies should be considered at colposcopy when large
confluent or multiple discrete lesions are seen.

Management of Women With HSIL (Fig. 10). For
women with HSIL cytology, immediate loop electro-
surgical excision or colposcopy is acceptable, except in
special populations (BII). Triage using either a program
of repeat cytology alone or reflex HPV testing is unac-
ceptable (EII). For women not managed with immediate
excision, colposcopy is recommended regardless of HPV

Figure 9.
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result obtained at co-testing (BII). Accordingly, reflex
HPV testing is not recommended (BII).

A diagnostic excisional procedure is recommended for
women with HSIL when the colposcopic examination is
inadequate, except during pregnancy (BII). Women with
CIN 2, CIN 3, and CIN 2,3 should bemanaged according
to the appropriate 2012 consensus guideline (see ‘‘Man-
agement of Women With CIN 2, CIN 3, and CIN 2,3’’).
Ablation is unacceptable in the following circumstances:
when colposcopy has not been performed, when CIN 2,3
is not identified histologically, and when the endocervical
assessment identifies CIN 2, CIN 3, CIN 2,3 or ungraded
CIN (EII).

HSIL in Special Populations

Women Aged 21Y24 Years (Fig. 9). For women aged
21Y24 years with HSIL, colposcopy is recommended.
Immediate treatment (ie, see-and-treat) is unacceptable.
(AII) When CIN 2+ is not identified histologically, ob-
servation for up to 24 months using both colposcopy and
cytology at 6-month intervals is recommended, provided
the colposcopic examination is adequate and endocervi-
cal assessment is negative or CIN 1 (BIII). If CIN2,CIN3,
or CIN 2,3 is identified histologically, management
according to the 2012 consensus guideline for the man-
agement of young women with CIN 2, CIN 3, or CIN 2,3
is recommended (see ‘‘Management of WomenWith CIN

2, CIN 3, and CIN 2,3’’). (BIII) If during follow-up a high-
grade colposcopic lesion is identified or HSIL cytology
persists for 1 year, biopsy is recommended. (BIII) If HSIL
persists for 24 months without identification of CIN 2+, a
diagnostic excisional procedure is recommended. (BIII) A
diagnostic excisional procedure is recommended for
women aged 21Y24 years with HSIL when colposcopy is
unsatisfactory or CIN 2, CIN 3, CIN 2,3, or ungraded
CIN is identified on endocervical sampling. (BII) After
two consecutive negative cytology results and no evidence
of high-grade colposcopic abnormality, return to routine
screening is recommended (BIII).

Atypical Glandular Cells, Cytologic Adenocarcinoma
In Situ, and Benign Glandular Changes

An AGC interpretation is poorly reproducible (76) and
uncommon (77). AGC has been associated with polyps
and metaplasia but also with neoplasias, including ad-
enocarcinomas of the endometrium, cervix, ovary, fal-
lopian tube, and other sites (78). Neoplasia risk is higher
when reported as AGC favor neoplasia or frank AIS.
Although the cancer risk is lower in women younger
than 35 years of age with AGC, the risk of CIN 2+ is
higher, and intensive assessment is warranted at all
ages (78). In the KPNC cohort, CIN 3+ was found in
9% of women aged 30 years and older with AGC
cytology, with cancer in 3% (72, 77). Despite its
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appellation, AGC cytology is most commonly associ-
ated with squamous lesions including CIN 1. However,
glandular and squamous lesions often coexist, with
CIN found in approximately half of women with AIS
(79Y81), so identification of CIN does not preclude AIS
or adenocarcinoma. Although cervical adenocarcino-
ma is HPV associated and can be detected with HPV
testing, endometrial cancer is not, so reflex HPV testing
does not identify a subgroup of women who need less
invasive assessment. A negative HPV test can be useful
in identifying women at greater risk for endometrial
rather than cervical disease (80). Endometrial cancer
risk is low in young women without endometrial cancer
risk factors but is substantially greater in older women
and young women with risk factors.

Benign-appearing endometrial cells and stromal cells
or histiocytes are rarely associated with premalignant
lesions or cancer in young women. However, in post-
menopausal women, these changes can be associated
with an approximately 5% risk of clinically important
pathology including endometrial adenocarcinoma (81).

Management of Women With AGC or Cytologic AIS

Initial Workup (Fig. 11)

For women with all subcategories of AGC and AIS ex-
cept atypical endometrial cells, colposcopy with endo-
cervical sampling is recommended regardless of HPV
result (AII). Accordingly, triage by reflex HPV testing

is not recommended, and triage using repeat cervical
cytology is unacceptable (DII). Endometrial sampling is
recommended in conjunction with colposcopy and en-
docervical sampling in women 35 years of age and older
with all subcategories of AGC and AIS (BII). Endome-
trial sampling is also recommended for women younger
than 35 years with clinical indications suggesting they
may be at risk for endometrial neoplasia (BII). These
include unexplained vaginal bleeding or conditions sug-
gesting chronic anovulation. For women with atypical
endometrial cells, initial evaluation limited to endome-
trial and endocervical sampling is preferred, with col-
poscopy acceptable either at the initial evaluation or
deferred until the results of endometrial and endocervical
sampling are known; if colposcopy is deferred and no
endometrial pathology is identified, colposcopy is then
recommended (AII).

Subsequent Management (Fig. 12)

For women with AGC not otherwise specified cytol-
ogy in whom CIN 2+ is not identified, co-testing at
12 months and 24 months is recommended. If both co-
tests are negative, return for repeat co-testing in 3 years
is recommended. If any test is abnormal, colposcopy is
recommended. (BII)

If CIN 2+ but no glandular neoplasia is identified his-
tologically during the initial workup of a woman with
atypical endocervical, endometrial, or glandular cells not

Figure 11.
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otherwise specified, management should be according to
the 2012 consensus guidelines for the lesion found (CII).

For women with AGC ‘‘favor neoplasia’’ or endo-
cervical AIS cytology, if invasive disease is not identified
during the initial colposcopic workup, a diagnostic ex-
cisional procedure is recommended (AII).

It is recommended that the type of diagnostic exci-
sional procedure used in this setting provide an intact
specimen with interpretable margins (BII). Endocervical
sampling after excision is preferred (BII).

AGC or Cytologic AIS in Special Populations

Pregnant Women

The initial evaluation of AGC in pregnant women
should be identical to that of nonpregnant women (BII),
except that endocervical curettage and endometrial
biopsy are unacceptable (EIII).

Women Aged 21Y24 Years

It is recommended that ASCCP guidelines for manage-
ment of AGC be followed for all women, including those
aged 21Y24 years (BII).

Management of Benign Glandular Changes. For asymp-
tomatic premenopausal women with benign endometrial
cells, endometrial stromal cells, or histiocytes, no further
evaluation is recommended (BII). For postmenopausal
women with benign endometrial cells, endometrial as-
sessment is recommended (BII). For posthysterectomy pa-

tients with a cytologic report of benign glandular cells,
no further evaluation is recommended (BII).

MANAGEMENT OF CIN AND HISTOLOGIC AIS

CIN 1 and No CIN Found at Colposcopy After
Abnormal Cytology

CIN 1 is the histologic manifestation of HPV infection.
Although most CIN 1 lesions are associated with onco-
genic HPV, HPV-16 is less common in CIN 1 than in
CIN 3, and nononcogenic HPV types are also commonly
found in CIN 1 lesions (82, 83). The natural history of
CIN 1 is similar to that of HPV-positive ASC-US and LSIL
in the absence of CIN, suggesting similar management.
Regression rates are high, especially in younger women
(32, 64), and progression toCIN 2+ is uncommon (64, 84).

The risk of occult CIN 3+ among womenwith CIN 1 at
colposcopic biopsy is linked to the risk conveyed by prior
cytology. KPNC data showed similar, relatively low 5-year
risk of CIN 3+ when CIN 1 or no lesion was diagnosed
after ASC-US or LSIL, but a substantially higher risk after
HSIL, ASC-H, and AGC. For example, women with CIN
1 after LSIL or HPV-positive ASC-US had a 5-year risk
of CIN 3+ of 3.8%, while those with CIN 1 after HSIL
had a 5-year risk of CIN 3+ of 15% (68).

Failure to detect CIN 2+ at colposcopy in women
with HSIL does not mean that a CIN 2+ lesion has been
excluded, although occult carcinoma is unlikely. As a
result, women with HSIL who do not have immediate
diagnostic excision require close follow-up. Few studies

Figure 12.

S16 & MAS SAD ET AL .



of the natural history of HSIL managed without treat-
ment have been reported, and follow-up in those is
limited (68); management relies on expert opinion.

Women with minor cytologic abnormalities have
similar risk for CIN 3+ whether colposcopy shows CIN
1 or no lesion (64, 68). Since CIN 3+ risk is elevated for
women with either HPV-16 or HPV-18 or persistent
oncogenic HPV infection of any type even when cytol-
ogy is negative, guidelines must provide for follow-up
for women with these ‘‘lesser abnormalities’’ even when
no CIN is found. These ‘‘lesser abnormalities’’ include
HPV-16 or HPV-18 positivity, persistent untyped onco-
genic HPV, ASC-US, and LSIL.

The management of CIN 1 in endocervical samples
merits special attention. Traditional management strate-
gies prescribed excisional therapy for women with
CIN on endocervical sampling. However, these strategies
preceded full understanding of the high spontaneous
regression rates of CIN 1. Endocervical samples are
often contaminated by ectocervical lesions. Women with
CIN 1 on endocervical sampling have a low risk for
CIN 2+ (85, 86) (Fukuchi E, Fetterman B, Poitras N,
Kinney W, Lorey T, Little RD. Risk of cervical precan-
cer and cancer in women with cervical intraepithelial
neoplasia grade 1 on endocervical curettage. J Low Genit
Tract Dis [in press]). Current guidelines on management
of CIN 1 on endocervical sampling do not apply when
CIN 2, CIN 3, or CIN 2,3 is specified or when the

lesion seen cannot be graded, as an associated invasive
cancer cannot be excluded without a diagnostic exci-
sion procedure.

Management of Women With CIN 1 or No Lesion
Preceded by ‘‘Lesser Abnormalities’’ (Fig. 13). Co-testing
at 1 year is recommended (BII). If both the HPV
test and cytology are negative, then age-appropriate
retesting 3 years later is recommended (cytology if age
is younger than 30 years, co-testing if 30 years of age
or older). If all tests are negative, then return to routine
screening is recommended (BII). If any test is abnormal,
then colposcopy is recommended (CIII).

If CIN 1 persists for at least 2 years, either continued
follow-up or treatment is acceptable (CII). If treat-
ment is selected and the colposcopic examination is
adequate, either excision or ablation is acceptable
(AI). A diagnostic excisional procedure is recom-
mended if the colposcopic examination is inadequate;
the endocervical sampling contains CIN 2,CIN 3, CIN
2,3 or ungraded CIN; or the patient has been previously
treated (AIII). Treatment modality should be deter-
mined by the judgment of the clinician and should be
guided by experience, resources, and clinical value for
the specific patient (A1II). In patients with CIN 1 and
an inadequate colposcopic examination, ablative proce-
dures are unacceptable (EI). Podophyllin or podophyllin-
related products are unacceptable for use in the vagina
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or on the cervix (EII). Hysterectomy as the primary and 
principal treatment for histologically diagnosed CIN 1 is 
unacceptable (EII).

Management of Women With CIN 1 or No Lesion 
Preceded by ASC-H or HSIL (Fig. 14). When CIN 2+ is 
not identified histologically, either a diagnostic excisional 
procedure or observation with co-testing at 12 months and 
24 months is recommended, provided in the latter case

that the colposcopic examination is adequate and the 
endocervical sampling is negative. (BIII). In this circum- 
stance, it is acceptable to review the cytologic, histologic, 
and colposcopic findings; if the review yields a revised 
interpretation, management should follow guidelines for 
the revised interpretation (BII). If observation with co- 
testing is elected and both co-tests are negative, return for 
retesting in 3 years is recommended. If any test is abnor- 
mal, repeat colposcopy is recommended. A diagnostic
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excisional procedure is recommended for women with
repeat HSIL cytologic results at either the 1-year or 2-year
visit (CIII).

Management of Women With CIN 1 on Endocervical
Sampling. When CIN 1 is detected on endocervical
sampling after lesser abnormalities but no CIN 2+ is
detected in colposcopic biopsies, management should
follow ASCCP management guidelines for CIN 1, with
the addition of repeat endocervical sampling in 12
months (BII). For women with CIN 1 on endocervical
sampling and cytology reported as ASC-H, HSIL, or
AGC, or with a colposcopic biopsy reported as CIN 2+,
management according to the ASCCP management
guidelines for the specific abnormality is recommended
(BII). Forwomen not treated, repeat endocervical sampling
at the time of evaluation for the other abnormality is
recommended (BII).

CIN 1 in Special Populations

Women Aged 21Y24 Years (Fig. 15). For women aged
21Y24 years with CIN 1 after ASC-US or LSIL cytology,
repeat cytology at 12-month intervals is recommended.

Follow-up with HPV testing is unacceptable (EII). For
women with ASC-H or HSIL+ at the 12-month follow
up, colposcopy is recommended. For women with ASC-
US or worse at the 24 month follow up, colposcopy is
recommended. After two consecutive negative tests,
routine screening is recommended. (BII)

For women aged 21Y24 years with CIN 1 after ASC-H
or HSIL cytology, observation for up to 24 months using
both colposcopy and cytology at 6-month intervals is
recommended, provided the colposcopic examination is
adequate and endocervical assessment is negative (BIII). If
CIN 2, CIN 3, or CIN 2,3 is identified histologically,
management should follow the guideline for the man-
agement of young women with CIN 2, CIN 3, or CIN 2,3
(BIII, see ‘‘Management of Women With CIN 2, CIN 3,
and CIN 2,3’’). If during follow-up a high-grade
colposcopic lesion is identified or HSIL cytology persists
for 1 year, biopsy is recommended (BIII). If HSIL persists
for 24 months without identification of CIN 2+, a diag-
nostic excisional procedure is recommended (BIII). When
colposcopy is inadequate or CIN 2, CIN 3, CIN 2,3 or
ungraded CIN is identified on endocervical sampling,
a diagnostic excision procedure is recommended (BII).

Regardless of antecedent cytology, treatment of CIN 1
in women aged 21Y24 years is not recommended (BII).
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Pregnant Women. For pregnant women with a histo-
logic diagnosis of CIN 1, follow-up without treatment
is recommended (BII). Treatment of pregnant women
for CIN 1 is unacceptable.

CIN 2, CIN 3, and CIN 2,3

While distinction between CIN 2 and CIN 3 is difficult
in individual cases, regression rates are lower and pro-
gression to cancer more common for women with CIN 3
than for those with CIN 2 (87, 88). Cervical intraepithelial
neoplasia 2 remains the consensus threshold for treatment
in the United States, except in special circumstances.
Women with unambiguous CIN 3 have the immediate
precursor to invasive cancer and should not be observed,
regardless of age or concern about future fertility.

After treatment for CIN 2+, recurrence risk remains
well above that of women with negative co-test results
throughout observation periods that have been reported
to date (89). After two negative co-tests in the first
2 years after treatment, risk is similar to that of women
with a negative Pap test, suggesting a 3-year interval
between surveillance examinations (89). Whether rou-
tine screening may be appropriate after three or more
negative co-tests is unclear.

The objective of screening during pregnancy is to iden-
tify cervical cancer. Cervical intraepithelial neoplasia 3

does not pose a risk to the pregnancy and poses no im-
mediate risk to the mother. Treatment during pregnancy
carries substantial risk for hemorrhage and pregnancy loss.

Management of Women With CIN 2, CIN 3,
and CIN 2,3 (Fig. 16)
Initial Management. For women with a histologic di-
agnosis of CIN 2, CIN 3, or CIN 2,3 and adequate
colposcopy, both excision and ablation are acceptable
treatment modalities, except in pregnant women and
young women (AI). A diagnostic excisional procedure
is recommended for women with recurrent CIN 2, CIN
3, or CIN 2,3 (AII). Ablation is unacceptable and a di-
agnostic excisional procedure is recommended for
women with a histologic diagnosis of CIN 2, CIN 3, or
CIN 2,3 and inadequate colposcopy or endocervical
sampling showing CIN 2, CIN 3, CIN 2,3, or CIN not
graded (AII). Observation of CIN 2, CIN 3, or CIN 2,3
with sequential cytology and colposcopy is unaccept-
able, except in pregnant women and young women (EII).
Hysterectomy is unacceptable as primary therapy for
CIN 2, CIN 3, or CIN 2,3 (EII).

Follow-Up After Treatment. For women treated for
CIN 2, CIN 3, or CIN 2,3, co-testing at 12 months and
24 months is recommended (BII). If both co-tests are
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negative, retesting in 3 years is recommended (BII). If
any test is abnormal, colposcopy with endocervical
sampling is recommended (BII). If all tests are negative,
routine screening is recommended for at least 20 years,
even if this extends screening beyond 65 years of age
(CIII). Repeat treatment or hysterectomy based on a
positive HPV test is unacceptable (EII).

If CIN 2, CIN 3, or CIN 2,3 is identified at the mar-
gins of a diagnostic excisional procedure or in an endo-
cervical sample obtained immediately after the procedure,
reassessment using cytology with endocervical sampling at
4Y6months after treatment is preferred (BII). Performing a
repeat diagnostic excisional procedure is acceptable (CIII).
Hysterectomy is acceptable if a repeat diagnostic proce-
dure is not feasible (CIII).

A repeat diagnostic excisional procedure or hysterec-
tomy is acceptable for women with a histologic diagnosis
of recurrent or persistent CIN 2, CIN 3, or CIN 2,3 (BII).

CIN 2, CIN 3, or CIN 2,3 in Special Populations

Young Women (Fig. 17). For young women with a his-
tologic diagnosis of CIN 2,3 not otherwise specified,
either treatment or observation for up to 12 months
using both colposcopy and cytology at 6-month in-
tervals is acceptable, provided colposcopy is adequate.
(BIII) When a histologic diagnosis of CIN 2 is specified
for a young woman, observation is preferred but treat-
ment is acceptable. If the colposcopic appearance of the
lesion worsens or if HSIL cytology or a high-grade
colposcopic lesion persists for 1 year, repeat biopsy is
recommended (BIII).

After two consecutive negative cytology results, an ad-
ditional co-test 1 year later is recommended (BIII). If the
additional co-test is negative, then repeat co-testing in
3 years is recommended (BIII). Colposcopy is recommended
if either the 2-year or 5-year co-test is abnormal (BIII).

Treatment is recommended if colposcopy is inade-
quate, if CIN 3 is specified, or if CIN 2 or CIN 2,3
persists for 24 months (BII). For women aged 21Y24
years who are treated, follow-up according to ASCCP
guidelines for treated CIN 2, CIN 3, or CIN 2,3 is
recommended (BIII).

Treatment is recommended if CIN 3 is subsequently
identified or if CIN 2, CIN 3, or CIN 2,3 persists for
24 months (BII).

Pregnant Women. In the absence of invasive disease or
advanced pregnancy, additional colposcopic and cyto-
logic examinations are acceptable in pregnant women

with a histologic diagnosis of CIN 2, CIN 3, or CIN 2,3
at intervals no more frequent than every 12 weeks (BII).
Repeat biopsy is recommended only if the appearance of
the lesion worsens or if cytology suggests invasive can-
cer (BII). Deferring reevaluation until at least 6 weeks
postpartum is acceptable (BII). A diagnostic excisional
procedure is recommended only if invasion is suspected
(BII). Unless invasive cancer is identified, treatment
is unacceptable (EII). Reevaluation with cytology and
colposcopy is recommended no sooner than 6 weeks
postpartum (CIII).

ADENOCARCINOMA IN SITU (AIS)

The incidence of AIS is low but rising (90). Management
of AIS is controversial, as many assumptions used to
justify conservative management for women with CIN 2
andCIN 3 do not apply. For example, colposcopic changes
associated with AIS can be minimal, so determining the
limits of a lesion can be difficult. AIS frequently extends
into the endocervical canal, complicating determination of
the desired depth of excision. AIS can be multifocal and
discontinuous, so negative margins on an excision speci-
men do not provide assurance that the disease has been
completely excised. Invasive cancer cannot be excluded
without a diagnostic excisional procedure.

For these reasons, total hysterectomy remains the
treatment of choice in women who have completed
childbearing. For women who wish to maintain fertility,
observation is an option, although it carries a less than
10% risk of persistent AIS and a small risk of cancer even
when excision margins are negative (91Y3). Like margin
status, endocervical sampling at the time of an excisional
procedure also predicts residual disease (94). Moreover,
a negative HPV test after treatment identifies women at
low risk for persistent or recurrent AIS (94). In 2001,
knife conization was favored over loop excision because
margin status and the interpretability of margins are
critical to future treatment planning. In 2006, wording
was changed to allow diagnostic excision using any mo-
dality, but care must be taken to keep the specimen intact
and margins interpretable, avoiding fragmentation of the
specimen, including ‘‘top-hat’’ serial endocervical exci-
sions. This may require use of larger loops than those
employed to excise visible squamous lesions.

Management of Women With AIS (Fig. 18)

Hysterectomy is preferred for women who have com-
pleted childbearing and have a histologic diagnosis of AIS
on a specimen from a diagnostic excisional procedure

ASCCP Guidelines Update & S21



(BIII). Conservative management is acceptable if future
fertility is desired (AII). If conservative management is
planned and the margins of the specimen are involved or
endocervical sampling obtained at the time of excision
contains CIN or AIS, reexcision to increase the likelihood
of complete excision is preferred. Reevaluation at 6
months using a combination of co-testing and colposcopy
with endocervical sampling is acceptable in this cir-
cumstance. Long-term follow-up is recommended for
women who do not undergo hysterectomy (CIII).

RECOMMENDATIONS FOR FUTURE RESEARCH

Literature review for the 2012 ASCCP Consensus Guide-
lines Conference identified several issues important to
patient management that lack high-level evidence.

Follow-up is insufficient to determine posttreatment
outcomes or optimal long-term follow-up intervals
for women with treated CIN 2 and CIN 3 managed
with serial co-testing. Evidence to guide management
of women with negative colposcopy after abnormal
cytology or with CIN 1 is also scanty. The path to
routine screening for these women is based on consensus
expert opinion and should be modified as evidence be-
comes available.

Follow-up studies of women managed using HPV
genotyping, p16 and other immunostains, cytogenetics,
and other markers are needed to guide their incor-
poration into management of cervical abnormalities.

The effect of HPV vaccination on large cohorts over
long periods of follow-up remains to be studied, and
whether prior HPV vaccination alters natural history or
management of cytologic or histologic abnormalities
remains unknown. Prospective study of the negative
consequences of screening, diagnosis, and treatment are
needed to allow balancing of risks and benefits.

Outcomes analyses using the LAST Project’s two-tier
squamous intraepithelial lesions (SIL) terminology are
needed to direct how translation of three-tier CIN ter-
minology to the two-tier terminology can be made and
to define how specific management recommendations
for histologic diagnoses in the two-tier system can be
created (See Box 2). In particular, studies of the safety
of observation for young women with histologic HSIL
are needed, as reports to date have included diagnostic
excision as a study endpoint. Estimates of regression
and progression rates and the proportion of women
who eventually require excision are needed. Long-term
outcomes after apparent regression without treatment
are unknown.

As the number and sophistication of tools applied
to cervical cancer prevention continue to increase, the
complexity of management promises to grow. Electronic
medical records and bedside and pocket computers hold
great promise for assisting clinicians and patients in ne-
gotiating this complexity. Development of risk scoring
that incorporates past screening and treatment history
into management decisions may help to balance risks and

Figure 18.
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benefits on a more individualized level than consensus
guidelines. Future consensus conferences will be needed
to integrate new approaches.

REFERENCES

1. Solomon D, Davey D, Kurman R, Moriarty A,

O’Connor D, Prey M, et al. The 2001 Bethesda System: termi-

nology for reporting results of cervical cytology. JAMA 2002;

287:2114Y9.
2. ASC-US-LSIL Triage Study (ALTS) Group. Results of a

randomized trial on the management of cytology interpre-
tations of atypical squamous cells of undetermined signifi-

cance. Am J Obstet Gynecol 2003;188:1383Y92.
3. ASC-US-LSIL Triage Study (ALTS) Group. A random-

ized trial on the management of low-grade squamous intra-

epithelial lesion cytology interpretations. Am J Obstet Gynecol
2003;188:1393Y400.

4. Wright TC, Cox JT,Massad LS, Twiggs LB, Wilkinston

EJ. 2001 Consensus guidelines for the management of women

with cervical cytological abnormalities and cervical cancer

precursors: Part 1: Cytological abnormalities. JAMA 2002;

287: 2120Y9.
5. Wright TC Jr, Cox JT,Massad LS, Carlson J, Twiggs LB,

Wilkinson EJ; 2001 ASCCP-sponsored Consensus Workshop.

2001 consensus guidelines for the management of women with

cervical intraepithelial neoplasia. J Low Genit Tract Dis. 2003

Jul;7(3):154Y67.
6. Wright TC Jr, Massad LS, Dunton CJ, Spitzer M,

Wilkinson EJ, Solomon D; 2006 ASCCP-Sponsored Consensus

Conference. 2006 consensus guidelines for the management of

women with abnormal cervical screening tests. J Low Genit

Tract Dis 2007;11:201Y22.
7. Wright TC, Massad LS, Dunton CJ, Spitzer M,

Wilkiinson EJ, Solomon D for the 2006 ASCCP-sponsored

consensus conference. 2006 consensus guidelines for the man-

agement of women with cervical intraepithelial neoplasia or ad-

enocarcinoma in-situ. Am J Obstet Gynecol. 2007;197:340Y5.
8. Davey DD, Austin RM, Birdsong G, Buck HW, Cox JT,

Darragh TM, et al. ASCCP patient management guidelines:

Pap test specimen adequacy and quality indicators. J Low

Genit Tract Dis 2002;6:195Y9.
9. Davey DD, Cox JT, Austin RM, Birdsong G, Colgan

TJ, Howell LP, et al. Cervical cytology specimen adequacy:

Updated patient management guidelines. J Low Genit Tract

Dis 2008;12:71Y81.
10. Saslow D, Solomon D, Lawson HW, Killackey M,

Kulasingam SL, Cain J et al. American Cancer Society, Amer-

ican Society for Colposcopy and Cervical Pathology, and

American Society for Clinical Pathology screening guidelines

for the prevention and early detection of cervical cancer. CA

Cancer J Clin 2012;62:147Y72.
11. Moyer VA, LeFevre ML, Siu AL, Bibbins-Domingo K,

Curry SJ, Flores G, et al for the U.S. Preventive Services Task

Force. Screening for cervical cancer: U.S. Preventive Services
Task Force recommendation statement. Ann Intern Med.

2012;156:880Y91.
12. Katki HA, Schiffman M, Castle PE, Fetterman B,

Poitras NE, Thomas Lorey T, et al. Benchmarking CIN3+ risk

as the basis for incorporating HPV and Pap cotesting into

cervical screening and management guidelines. J Lower Genit

Tract Dis 2013;17:S28YS35.
13. Castle PE, Sideri M, Jeronimo J, Solomon D, Schiffman

M. Risk assessment to guide the prevention of cervical cancer. J

Low Genit Tract Dis 2008;12:1Y7
14. Darragh TM, Colgan TJ, Cox JT, Heller DS, Henry

MR, Luff RD, et al; Members of LAST Project Work

Groups. The Lower Anogenital Squamous Terminology

Standardization Project for HPV-associated lesions: back-

ground and consensus recommendations from the College of
American Pathologists and the American Society for Col-

poscopy and Cervical Pathology. J Low Genit Tract Dis

2012;16:205Y42.
15. Mogensen ST, Bak M, Dueholm M, Frost L,

Knolblaugh NO, Praest J, et al. Cytobrush and endocervical

curettage in the diagnosis of dysplasia and malignancy of the

uterine cervix. Acta Obstet Gynecol Scand 1997;76:69Y73.
16. Goksedef BP, Api M, Kaya O, Gorgen H, Tarlaci A,

Cetin A. Diagnostic accuracy of two endocervical sampling

method: randomized controlled trial. Arch Gynecol Obstet

2013;287:117Y22.
17. Martin-Hirsch PPL, Paraskevaidis E, Bryant A, Dickinson

HO, Keep SL. Surgery for cervical intraepithelial neoplasia.

Cochrane Database of Systematic Reviews 2010, Issue 6. Art.

No.: CD001318. DOI: 10.1002/14651858.CD001318.pub2.

18. Kyrgiou M, Tsoumpou I, Vrekoussis T, Martin-Hirsch

P, Arbyn M, Prendiville W, et al. The up-to-date evidence on

colposcopy practice and treatment of cervical intraepithelial

neoplasia: the Cochrane colposcopy and cervical cytopa-

thology collaborative group (C5 group) approach. Cancer

Treat Rev 2006;32:516Y23.
19. Nuovo J, Melnikow J, Willan AR, Chan BK. Treatment

outcomes for squamous intraepithelial lesions. Int J Gynaecol

Obstet 2000;68:25Y33.
20. Kalliala I, Nieminen P, Dyba T, Pukkala E, Anttilla

A. Cancer free survival after CIN treatment: comparisons of

treatment methods and histology. Gynecol Oncol 2007;105:

228Y33.
21. Paraskevaidis E, Arbyn M, Sotiriadis A, Diakomanolis

E, Martin-Hirsch P, Koliopoulos G, et al. The role of HPV

DNA testing in the follow-up period after treatment for CIN: a

systematic review of the literature. Cancer Treat Rev 2004;

30:205Y11.
22. Jakobsson M, Gissler M, Paavonen J, Tapper AM.

Long-term mortality in women treated for cervical intra-

epithelial neoplasia. BJOG 2009;116:838Y44.
23. Kalogirou D, Antoniou G, Karakitsos P, Potsis D,

Kalogirou O, Giannikos L. Predictive factors used to justify

ASCCP Guidelines Update & S23



hysterectomy after loop conization: increasing age and severity
of disease. Eur J Gynaecol Oncol 1997;18:113Y6.

24. Ghaem-Maghami S, Sagi S, Majeed G, Soutter WP.

Incomplete excision of cervical intraepithelial neoplasia and

risk of treatment failure: a meta-analysis. Lancet Oncol 2007;
8:985Y93.

25. Kocken M, Uijterwaal MH, de Vries AL, Berkhof J, Ket

JC, Helmerhorst TJ, et al. High-risk human papillomavirus

testing versus cytology in predicting post-treatment disease in

women treated for high-grade cervical disease: a systematic re-
view and meta-analysis. Gynecol Oncol 2012;125:500Y7.

26. Katki HA, Schiffman M, Castle PE, Fetterman B,

Poitras NE, Lorey T, et al. Five-Year Risk of CIN 3+ and

Cervical Cancer Among Women With HPV Testing of ASC-US
Pap Results. J Low Genit Tract Dis 2013;17:S36YS42.

27. Jakobsson M, Gissler M, Paavonen J, Tapper AM.

Loop electrosurgical excision procedure and the risk for pre-

term birth. Obstet Gynecol 2009;114:504Y10.
28. Sadler L, Saftlas A, Wang W, Exeter M, Whittaker J,

McCowan L. Treatment for cervical intraepithelial neoplasia

and risk of preterm delivery. JAMA 2004;29:2100Y6.
29. Bruinsma FJ, Quinn MA. The risk of preterm birth

following treatment for precancerous changes in the cervix: a sys-

tematic review and meta-analysis. BJOG 2011;118:1031Y41.
30. Khalid S, Dimitriou E, Conroy R, Paraskevaidis E,

Kyrgiou M, Harrity C, et al. The thickness and volume of

LLETZ specimens can predict the relative risk of pregnancy-

related morbidity. BJOG 2012;119;685Y91.
31. Moscicki AB, Ma Y, Wibblesman C, Darragh TM,

Powers A, Farhat S, et al. Rate of and risks for regression of

cervical intraepithelial neoplasia 2 in adolescents and young

women. Obstet Gynecol 2010;116:1373Y80.
32. Moscicki AB, Shiboski S, Hills NK, Powell KJ, Jay

N, Hanson EN, et al. Regression of low-grade squamous intra-

epithelial lesions in young women. Lancet. 2004;364:1678Y83.
33. Katki HA, Schiffman M, Castle PE, Fetterman B,

Poitras NE, Lorey T, et al. Five-Year Risk of CIN 3+ to Guide

the Management of Women Aged 21 to 24 Years. J Low Genit

Tract Dis 2013;17:S64YS68.
34. Moscicki AB, Cox JT. Practice improvement in cervical

screening and management (PICSM): symposium on manage-

ment of cervical abnormalities in adolescents and young

women. J Low Genit Tract Dis. 2010 Jan;14:73Y80.
35. Benard VB, Watson M, Castle PE, Saraiya M. Cervical

Cancer Rates Among Young Females in the United States.

Obstet Gynecol 2012;120:1117Y23.
36. Winer RL, Lee SK, Hughes JP, Adam DE, Kiviat NB,

Koutsky LA. Genital human papillomavirus infection: inci-
dence and risk factors in a cohort of female university students.

Am J Epidemiol. 2003;157:218Y26.
37. Moscicki AB, Hills N, Shiboski S, Powell K, Jay N,

Hanson E, et al. Risks for incident human papillomavirus in-
fection and low-grade squamous intraepithelial lesion devel-

opment in young females. JAMA. 2001;285:2995Y3002.

38. Sharp L, Cotton S, Carsin AE, Gray N, Thornton A,
Cruickshank M, et al on behalf of the TOMBOLA Group.

Factors associated with psychological distress following col-

poscopy among women with low-grade abnormal cervical

cytology: a prospective study within the Trial Of Management

of Borderline and Other Low-grade Abnormal smears

(TOMBOLA). Psychooncology. 2011 Dec 12. doi: 10.1002/

pon.2097. [Epub ahead of print]

39. Kahn J, Slap G, Bernstein D, Kollar L, Tissot A, Hillard
P, et al. Psychological, behavioral, and interpersonal impact of

human papillomavirus and Pap test results. J Womens Health

2005;14:650Y9.
40. Kahn J, Slap G, Bernstein D, Tissot A, Kollar L, Hillard

P, et al. Personal Meaning of Human Papillomavirus and Pap

Test Results in Adolescent and Young Adult Women. Health

Psychol 2007;26:192Y200.
41. Lerner D, Parsons SK, Justicia-Linde F, Chelmow D,

Chang H, Rogers WH, et al. The impact of pre-cancerous

cervical lesions on functioning at work and work productivity.

J Occup Environ Med. 2010;52:926Y33.
42. Moriarty AT, Clayton AC, Zaleski S, Henry MR,

Schwartz MR, Eversole GM, et al. Unsatisfactory reporting

rates: 2006 practices of participants in the College of American
Pathologists interlaboratory comparison program in gyneco-

logic cytology. Arch Pathol Lab Med. 2009;133:1912Y6.
43. Hoda RS, Loukeris K, Abdul-Karim FW. Gynecologic

cytology on conventional and liquid-based preparations: A com-

prehensive reviewof similarities anddifferences. DiagnCytopathol.

2012 Apr 17. doi: 10.1002/dc.22842. [Epub ahead of print].

44. Hock YL, Ramaiah S, Wall ES, Harris AM,Marston L,

Marshall J, et al. Outcome of women with inadequate cer-
vical smears followed up for five years. J Clin Pathol 2003;

56:592Y5
45. Ransdell JS, Davey DD, Zaleski S. Clinicopathologic

correlation of the unsatisfactory Papanicolaou smear. Cancer

(Cancer Cytopathol) 1997;81:139Y43.
46. Siebers AG, Klinkhamer PJJM, Vedder JEM, Arbyn M,

Bulten J. Causes and relevance of unsatisfactory and satisfactory
but limited smears of liquid-based compared with conventional

cervical cytology. Arch Pathol Lab Med 2012;136:76Y83
47. Zhao C, Austin RM. High-risk human papillomavirus

DNA test results are useful for disease risk stratification

in women with unsatisfactory liquid-based cytology Pap test

results. J Lower Genit Tract Dis 2009;13:79Y84.
48. Holton T, Smith D, Terry M, Madgwick A, Levine T.

The effect of lubricant contamination on ThinPrep liquid-

based preparations. Cytopathology 2008;19:236Y43.
49. Buntinx F, Brouwers M. Relation between sampling

device and detection of abnormality in cervical smears: a meta-

analysis of randomized and quasi-randomised studies. BMJ

1996;313:1285Y90.
50. Martin-Hirsch P, Jarvis G, Kitchener H, Lilford R.

Collection devices for obtaining cervical cytology samples.

Cochrane Database Syst Rev 2000;CD001036.

S24 & MAS SAD ET AL .



51. Huang A, QuinnM, Tan J. Outcome in women with no
endocervical component on cervical cytology after treatment

for high-grade cervical dysplasia. Aust N Z J Obstet Gynaec

2009;49:426Y8.
52. Mitchell H, Hocking J, Saville M. Cervical cytology

screening history of women diagnosed with adenocarcinoma

in situ of the cervix. A case-control study. Acta Cytol 2004;

48:595Y600
53. Mitchell HS. Longitudinal analysis of histologic high-

grade disease after negative cervical cytology according to

endocervical status. Cancer 2001;93:237Y40
54. Elumir-Tanner L, Doraty M. Management of Papa-

nicolaou test results that lack endocervical cells. CMAJ 2011;

183:563Y8.
55. Zhao C, Austin RM. Human papillomavirus DNA

detection in ThinPrep Pap test vials is independent of cytologic

sampling of the transformation zone. Gynecol Oncol 2007;

107:231Y5.
56. Huang A, QuinnM, Tan J. Outcome in women with no

endocervical component on cervical cytology after treatment

for high-grade cervical dysplasia. Aust NZ J Obstet Gynaecol

2009;49:426Y8.
57. Katki HA, Kinney WK, Fetterman B, Lorey T, Poitras

NE, Cheung L, et al. Cervical cancer risk for women under-

going concurrent testing for human papillomavirus and cer-

vical cytology: a population-based study in routine clinical

practice. Lancet Oncol. 2011;12:663Y72
58. Katki HA, Schiffman M, Castle PE, Fetterman B,

Poitras NE, Lorey T, et al. Five-Year Risks of CIN 3+ and

Cervical Cancer Among Women Who Test Pap-Negative But
Are HPV-Positive. J Low Genit Tract Dis 2013;17:S56YS63.

59. Castle PE, Rodrı́guez AC, BurkRD,HerreroR,Wacholder

S, Alfaro M, et al for the Proyecto Epidemiológico Guanacaste

(PEG) Group. Short term persistence of human papillomavirus and

risk of cervical precancer and cancer: population based cohort

study. BMJ. 2009;339:b2569. doi: 10.1136/bmj.b2569.

60. Rodriguez AC, Schiffman M, Herrero R, Wacholder S,
Hildesheim A, Castle PE, et al for the Proyecto Epidemiológico

Guanacaste Group. Rapid clearance of human papillomavirus

and implications for clinical focus on persistent infections. J

Natl Cancer Inst 2008;100:513Y7.
61. Stoler MH, Wright TC, Sharma A, Apple R, Gutekunst

K, Wright TL. High-risk human papillomavirus testing in

women with ASC-US cytology: results from the ATHENA

HPV study. Am J Clin Pathol 2011;135:466Y75.
62. Einstein MH, Martens MG, Garcia FA, Ferris DG,

Mitchell AL, Day SP, et al. Clinical validation of the Cervista

HPV HR and 16/18 genotyping tests for use in women with

ASC-US cytology. Gynecol Oncol 2010;118:116Y22.
63. Gage JC, Schiffman M, Solomon D, Wheeler CM,

Castle PE. Comparison of measurements of human papillo-

mavirus persistence for postcolposcopic surveillance for cer-
vical precancerous lesions. Cancer Epidemiol Biomarkers Prev.

2010;19:1668Y74.

64. Cox JT, Schiffman M, Solomon D. Prospective follow-
up suggests similar risk of subsequent cervical intraepithelial

neoplasia grade 2 or 3 amongwomenwith cervical intraepithelial

neoplasia grade 1 or negative colposcopy and directed biopsy. Am

J Obstet Gynecol 2003;188:1406Y12.
65. Moore G, Fetterman B, Cox JT, Poitras N, Lorey T,

Kinney W, et al. Lessons from practice: risk of CIN3 or cancer

associated with an LSIL or HPV-positive ASC-US screening

result in women aged 21Y24. J Lower Genit Tract Dis 2010;
14:97Y102.

66. Arbyn M, Sasieni P, Meijer CJ, Clavel C, Koliopoulos

G, Dillner J. Chapter 9: clinical applications of HPV testing : a

summary of meta-analyses. Vaccine 2006;24 (suppl 3):S78YS89.
67. Katki HA, Schiffman M, Castle PE, Fetterman B,

Poitras NE, Lorey T, et al. Five-Year Risks of CIN 2+ and CIN

3+ AmongWomenWith HPV-Positive andHPV-Negative LSIL
Pap Results. J Low Genit Tract Dis 2013;17:S43YS49.

68. Katki HA, Gage JC, Schiffman M, Castle PE,

Fetterman B, Poitras NE, et al. Follow-up Testing After Col-

poscopy: Five-Year Risk of CIN 2+ After a Colposcopic Diag-

nosis of CIN 1 or Less. J Low Genit Tract Dis 2013;5:S69YS77.
69. Massad LS, Collins YC, Meyer PM. Biopsy correlates

of abnormal cervical cytology classified using the Bethesda
system. Gynecol Oncol 2001;82:516Y22.

70. Alvarez RD, Wright TC. Effective cervical neoplasia

detection with a novel optical detection system: a randomized

trial. Gynecol Oncol 2007;104:281Y9.
71. Dunn TS, Burke M, Shwayder J. A ‘‘see and treat’’

management for high grade squamous intraepithelial lesion

Pap smears. J Lower Gen Tract Dis 2003;7:104Y6.
72. Katki HA, Schiffman M, Castle PE, Fetterman B,

Poitras NE, Lorey T, et al. Five-year risk of cervical cancer and

CIN3 for HPV-positive and HPV-negative high-grade Pap re-

sults. J Low Genit Tract Dis 2013;17:S50YS55.
73. Pretorius RG, Zhange WH, Belinson JL, Huang MN,

Wu LY, Zhange X, et al. Colposcopically directed biopsy,

random cervical biopsy, and endocervical curettage in the di-
agnosis of Cervical intraepithelial neoplasia II or worse. Am J

Obstet Gynecol 2004;191:430Y4.
74. Gage JC, Hanson VW, Abbey K, Dipery S, Gardner S,

Kubota J, et al. Number of cervical biopsies and sensitivity of

colposcopy. Obstet Gynecol 2006;108:264Y72.
75. Guido R, Schiffman M, Solomon D, Burke L for the

ASCUS/LSIL Triage Study (ALTS) Group. Post-colposcopy
management strategies for women referred with low-grade

squamous intraepithelial lesions of human papillomavirus

DNA-positive atypical squamous cells of undetermined sig-

nificance: a two-year prospective trial. Am J Obstet Gynecol

2003;188:1401Y5.
76. Lee KR, Darragh TM, Joste NE, Krane JF, Sherman

ME, Hurley LB, et al. Atypical glandular cells of undetermined

significance (AGUS): interobserver reproducibility in cervical
smears and corresponding thin-layer preparations. Am J Clin

Pathol 2002;117:96Y102.

ASCCP Guidelines Update & S25



77. Davey DD, Neal MH, Wilbur DC, Colgan TJ, Styer
PE, Mody DR. Bethesda 2001 implementation and reporting

rates: 2003 practices of participants in the College of Amer-

ican Pathologists Interlaboratory Comparison Program in

Cervicovaginal Cytology. Arch Pathol Lab Med 2004;128:

1224Y9.
78. Zhao C, Florea A, Onisko A, Austin RM. Histologic

follow-up results in 662 patients with Pap test findings of

atypical glandular cells: results from a large academic womens

hospital laboratory employing sensitive screening methods.

Gynecol Oncol 2009;114:383Y9.
79. Sharpless KE, Schnatz PF, Mandavilli S, Greene JF,

Sorosky JI. Dysplasia associated with atypical glandular cells
on cervical cytology. Obstet Gynecol 2005;105:494Y500.

80. Castle PE, Fetterman M, Poitras N, Lorey T, Shaber

R, Kinney W . Relationship of atypical glandular cell cytology,

age and human papillomavirus detection to cervical and endo-

metrial cancer risks. Obstet Gynecol 2010;115:243Y8.
81. Simsir A, Carter W, Elgert P, Cangiarella J. Reporting

endometrial cells in women 70 years and older: assessing the

clinical usefulness of Bethesda 2001. Am J Clin Pathol 2005;

123:571Y5.
82. Schlecht NF, Platt RW, Duarte-Franco E, Costa MC,

Sobrinho JP, Prado JC, et al. Human papillomavirus infec-

tion and time to progression and regression of cervical intra-

epithelial neoplasia. J Natl Cancer Inst 2003;95:1336Y43.
83. Sideri M, Iqidbashian S, Boveri S, Radice D, Casadio C,

Spolti N, et al. Age distribution of HPV genotypes in cervical
intraepithelial neoplasia. Gynecol Oncol 2011;212:510Y3.

84. Trimble CL, Piantadosi S, Gravitt P, Ronnett B, Pizer E,

Elko A, et al. Spontaneous regression of high-grade cervical

dysplasia: effects of human papillomavirus type and HLA

phenotype. Clin Cancer Res. 2005;11:4717Y23.
85. Petersen S, Belnap C, Larsen WI, Farley J. Grading of

squamous dysplasia in endocervical curettage specimens: The

case for conservative management of mild endocervical dys-

plasia. J Reprod Med. 2007;52:917Y21.
86. Gage JC, Duggan MA, Nation JG, Gao S, Castle PE.

Comparative risk of high-grade histopathology diagnosis fol-

lowing a CIN1 finding in endocervical curettage vs. cervical

biopsy. J Lower Genit Tract Dis 2012;17:137Y41.
87. Ostor AG. Natural history of cervical intraepithelial

neoplasia: A critical review. Intern J Gynecol Pathol 1993;
12:186Y92.

88. Holowaty P, Miller AB, Rohan T, To T. Natural history

of dysplasia of the uterine cervix. J Natl Cancer Inst 1999;

91:252Y8.
89. Katki HA, Schiffman M, Castle PE, Fetterman B,

Poitras NE, Lorey T, et al. Five-Year Risk of Recurrence After

Treatment of CIN 2, CIN 3, or AIS: Performance of HPV and

Pap Cotesting in Posttreatment Management. J Low Genit

Tract Dis 2013;17:S78YS84.
90. Sherman ME, Wang SS, Carreon J, Devesa SS. Mor-

tality trends for cervical squamous and adenocarcinoma in the

United States. Relation to incidence and survival. Cancer.
2005;103:1258Y64.

91. Bull-Phelps SL, Garner EI, Walsh CS, Gehrig PA,Miller

DS, Schorge JO. Fertility-sparing surgery in 101 women with

adenocarcinoma in situ of the cervix. Gynecol Oncol 2007;

107:316Y9.
92. Costa S, Venturoli S, Negri G, Sideri M, Preti M,

Pesaresi M, et al. Factors predicting the outcome of conser-

vatively treated adenocarcinoma in situ of the uterine cervix:

an analysis of 166 cases. Gynecol Oncol 2012;124:490Y5.
93. van Hanegem N, Barroilhet LM, Nucci MR, Bernstein

M, Feldman S. Fertility-sparing treatment in younger women
with adenocarcinoma in situ of the cervix. Gynecol Oncol

2012;124:72Y7.
94. Lea JS, Shin CH, Sheets EE, Coleman RL, Gehrig PA,

Duska LR, et al. Endocervical curettage at conization to pre-

dict residual cervical adenocarcinoma in situ. Gynecol Oncol

2002;87:129Y32.

APPENDIX A: ADDITIONAL COAUTHOR
PARTICIPANTS, ACKNOWLEDGED NONAUTHOR

DELEGATES, AND PARTICIPATING
ORGANIZATIONS

See Appendix 2, available online at http://links.lww.com/
LGT/A10, for financial disclosure information from the
coauthor delegates.

Coauthor Delegates: Deborah Arrindell; James R.
Bentley, MD; Monique A. Bertrand, MD; Lori A.
Boardman, MD; Philip E. Castle, PhD, MPH; David
Chelmow, MD; Janie Daddario, MSN, WHNP-BC;
Diane D. Davey, MD; Linda Dominguez, CNP, RN;
Levi S. Downs, Jr., MD; Patricia Fontaine, MD, MS;
Julia C. Gage, PhD, MPH; Francisco A.R. Garcia, MD,
MPH; Mohiedean Ghofrani, MD, MBA; Richard S.
Guido, MD; Eric C. Huang, MD, PhD; Versie Johnson-
Mallard, PhD, ARNP; Elizabeth A. Kostas-Polston, PhD,
APRN, WHNP-BC; Robert Kurman, MD; Susan M.
McFaul, MD; Deborah L. Nucatola, MD; R. Patricia P.
Power, MD; Walter Prendiville, MD; Debbie Saslow,
PhD; Karen Shea, MSN, WHNP-BC; Mary K. Sidawy,
MD; Mario Sideri, MD; Kate Simon, PhD; Silvio
Tatti, MD; Jeffrey Waldman, MD; Jason D.Wright, MD;
Fred Wyand; and Laurie C. Zephyrin, MD, MPH, MBA

Nonauthor Delegates Whose Contribution is Ac-
knowledged: Vicki B. Benard, PhD;Natalia Comella, PhD;
MariBeth Gagnon, MS CT(ASCP) HTL; Ann Laros,
MD; Mona Saraiya, MD, MPH; Elizabeth R. Unger, PhD,
MD; and Rose H. Xu, PharmD, MSc.

Participating Organizations: American Academy of
Family Physicians; American Board of Pathology;
American Cancer Society; American College Health

S26 & MAS SAD ET AL .



Association; American College of Obstetricians and
Gynecologists; American Social Health Association;
American Society for Colposcopy and Cervical Pathol-
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APPENDIX B: DEFINITION OF TERMS
Colposcopy is the examination of the cervix, vagina, and,
in some instances the vulva, with a colposcope after the
application of a 3% to 5% acetic acid solution coupled
with obtaining colposcopically directed biopsies of all
lesions suspected of representing neoplasia.

Adequate colposcopy indicates that the entire
squamocolumnar junction and the margins of any vis-
ible lesion can be visualized with the colposcope.

Co-testing is assessment for cervical disease using a
combination of cytology and HPV testing at the same
time, regardless of the cytology result.

Reflex HPV testing is the performance of HPV testing
only in response to an abnormality to stratify risk and
guide further management.

Endometrial sampling includes obtaining a specimen
for histologic evaluation using an endometrial biopsy,
dilation and curettage, or hysteroscopy.

Endocervical sampling includes obtaining a specimen
for either histologic evaluation using an endocervical
curette or a cytobrush or for cytologic evaluation using
a cytobrush.

Endocervical assessment is the process of evaluating
the endocervical canal for the presence of neoplasia
using either a colposcope or endocervical sampling.

Diagnostic excisional procedure is the process of ob-
taining a specimen from the transformation zone and
endocervical canal for histologic evaluation and includes
laser conization, cold-knife conization, loop or needle elec-
trosurgical excision, and loop electrosurgical conization.

Lesser abnormalities are those that carry lower risk
of CIN 3+ than other results. These include negative
cytology with either HPV-16 or HPV-18 or persistent
untyped oncogenic HPV, ASC-US, and LSIL.

HPV, human papillomavirus; CIN, cervical intra-
epithelial neoplasia; ASC-US, atypical squamous cells of
undetermined significance; LSIL, low-grade squamous
intraepithelial lesions.
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Cytology
Since the publication of the 2006 consensus guidelines, new 
cervical cancer screening guidelines have been published 
and new information has become available which includes 
key cervical cancer screening and follow up, and cervical 
precancer management data over a nine year period among 
more than 1 million women cared for at Kaiser Permanente 
Northern California. Moreover, women under age 21 are no 
longer receiving cervical cancer screening and cotesting 
with high-risk HPV type assays, and cervical cytology is being  
used to screen women 30 years of age and older. 

Therefore, in 2012 the American Society for Colposcopy and 
Cervical Pathology (ASCCP), together with its 24 partner 
professional societies, Federal agencies, and international 
organizations, began the process of revising the 2006  
management guidelines. This culminated in the consensus  

conference held at the National Institutes of Health in  
September 2012. This report provides updated recommenda-
tions for managing women with cytological abnormalities.  
A more comprehensive discussion of these recommendations 
and their supporting evidence was published in the Journal 
of Lower Genital Tract Disease and Obstetrics and Gynecology 
and is made available on the ASCCP website at www.asccp.org.

Histopathology
Appropriate management of women with histo-pathologically 
diagnosed cervical precancer is an important component of 
cervical cancer prevention programs. Although the precise 
number of women diagnosed with cervical precancer each 
year in the U.S. is not known, it appears to be a relatively  
common occurence. In 2001 and 2006, the American Society 
for Colposcopy and Cervical Pathology and 28 partner 
professional societies, federal agencies, and international 
organizations, convened processes to develop and update 
consensus guidelines for the management of women with 

cervical precancer. Since then, considerable new informa-
tion has emerged about management of young women, and 
the impact of treatment for precursor disease on pregnancy 
outcomes. Progress has also been made in our understanding 
of the management of women with adenocarcinoma in-situ, 
also a human papillomavirus (HPV)—associated precursor  
lesion to invasive cervical adenocarcinoma. Therefore, in 
2012 the ASCCP, together with its partner organizations,  
reconvened the consensus process of revising the guide-
lines. This culminated in the September 2012 Consensus  
Conference held at the National Institutes of Health. This re-
port provides the recommendations developed for managing 
women with cervical precancer. A summary of the guidelines 
themselves–including the recommendations for manag-
ing women with cervical cytological abnormalities — are 
published in JLGTD and Obstetrics & Gynecology.

© Copyright, 2002, 2006, 2013 American Society for Colposcopy and Cervical Pathology. All rights reserved
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Although the guidelines are based on evidence whenever 
possible, for certain clinical situations limited high-quality 
evidence exists. In these situations the guidelines are  
based on consensus expert opinion. Guidelines should never 
be a substitute for clinical judgment. Clinical judgment should 
always be used when applying a guideline to an individual 
patient since guidelines may not apply to all patient-related 
situations. Finally, both clinicians and patients need to 
recognize that while most cases of cervical cancer can be 
prevented through a program of screening and management 
of cervical precancer, no screening or treatment modality is 
100% effective and invasive cervical cancer can develop in 
women participating in such programs.

The 2001 Bethesda System terminology is used for cytological  
classification. This terminology utilizes the terms low-grade 
squamous intraepithelial lesion (LSIL) and high-grade  
squamous intraepithelial lesion (HSIL) to refer to low-grade 
lesions and high-grade cervical cancer precursors respec-
tively. For managing cervical precancer, the histopathological  
classification is two-tiered applying the terms cervical 
intraepithelial neoplasia grade 1 (CIN 1) to low-grade lesions 
and CIN2,3 to high-grade lesions. If using the 2012 Lower 
Anogenital Squamous Terminology (LAST), CIN1 is equivalent 
to histopathological LSIL and CIN2,3 is equivalent to histo-
pathological HSIL. Please note that cytological LSIL is not 
equivalent to histopathological CIN 1 and cytological HSIL  

is not equivalent to histopathological CIN2,3. The current 
guidelines expand clinical indications for HPV testing based 
on studies using FDA-approved, validated HPV assays.  
Management decisions based on results using HPV tests 
not similarly validated may not result in outcomes intended 
by these guidelines. HPV testing should be restricted to 
high-risk (oncogenic) HPV types. Testing for low-risk (non-
oncogenic) HPV types has no role in evaluating women with 
abnormal cervical cytological results. Therefore, whenever 
“HPV testing” is mentioned in the guidelines, it refers to  
testing for high-risk (oncogenic) HPV types only.

!"#"$%&'()**"#+,
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HPV negative
(age ≥30)
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Either is acceptable

Unsatisfactory Cytology

HPV  unknown
(any age)

HPV positive
(age ≥30)

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

Unsatisfactory Cytology
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Ages 21-29*

HPV negative

HPV positive

HPV testing
(Preferred)

Routine screening

HPV unknown

Manage per 
ASCCP guideline

Cytology+ HPV test in 1 year Genotyping

Repeat cytology in 3 
years (Acceptable)

or

Age ≥30 years

*HPV testing is unacceptable for managing women ages 21-29 years

Cytology NILM but EC/TZ Absent/Insufficient

or

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

NILM but EC/TZ Absent

109638_ASCCP_AlgBk.indd  5 2/18/13  8:42 AM



Cytology Negative
and

HPV Negative

≥ASC
or

HPV positive

Repeat cotesting
@ 3 years

HPV 16 or 18 Positive

Colposcopy

Manage per
ASCCP Guideline

Manage per
ASCCP Guideline

Repeat Cotesting
@ 1 year

HPV 16 and 18 Negative

Management of Women ≥ Age 30, who are Cytology Negative, but HPV Positive

HPV DNA Typing
Acceptable

Repeat Cotesting
@ 1 year

Acceptable

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.
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Negative > ASC

Routine
Screening

(Cytology in 3 years)

HPV Positive
(managed the same as

women with LSIL) 

Repeat Cotesting
@ 3 years

HPV Negative

Manage per
ASCCP Guideline

*Management options may vary if the
woman is pregnant or ages 21-24. 

Management of Women with Atypical Squamous Cells of Undetermined Significance (ASC-US) on Cytology*

Repeat Cytology
@ 1 year

Acceptable

HPV Testing
Preferred

Colposcopy
Endocervical sampling preferred in women 
with no lesions, and those with inadequate 

colposcopy; it is acceptable for others

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

ASC-US
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Negative, ASC-US
or LSIL

ASC-H, AGC, HSIL

Reflex HPV Testing
Acceptable for ASC-US only

Negative x 2 > ASC
Routine

Screening

Repeat Cytology
@ 12 months

Women ages 21-24 years with ASC-US or LSIL

Colposcopy

HPV Positive

Routine 
Screening

HPV Negative

Management of Women Ages 21-24 years with either Atypical Squamous Cells of 
Undetermined Significance (ASC-US) or Low-grade Squamous Intraepithelial Lesion (LSIL)

Repeat Cytology
@ 12 months

Preferred

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

ASC-US or LSIL: Age 21-24
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Colposcopy

CIN2,3No CIN2,3
Repeat Cotesting

@ 3 years

* Management options may vary if the woman is
pregnant or ages 21-24 years.

Manage per
ASCCP Guideline

LSIL with no HPV test LSIL with positive HPV testLSIL with negative HPV test

Repeat Cotesting
@ 1 year

Preferred
Acceptable

≥ ASC
or

HPV positive
Cytology Negative

and
HPV Negative

Manage per
ASCCP Guideline

Non-pregnant and no lesion identified Endocervical sampling “preferred” 
Inadequate colposcopic examination   
Adequate colposcopy and lesion identified       

Endocervical sampling “preferred"
Endocervical sampling “acceptable” 

Management of Women with Low-grade Squamous Intraepithelial Lesions (LSIL)* 

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

LSIL

109638_ASCCP_AlgBk.indd  9 2/18/13  8:42 AM



Colposcopy
Preferred

Pregnant Women with LSIL

Defer Colposcopy
(Until at least 6 weeks postpartum)

^ In women with no cytological, histological, or 
colposcopically suspected CIN2,3 or cancer

CIN2,3No CIN2,3^

Postpartum follow-up Manage per
ASCCP Guideline

Management of Pregnant Women with Low-grade Squamous Intraepithelial Lesion (LSIL)

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

LSIL Pregnant Woman
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Colposcopy 
Regardless of HPV status

CIN2,3

Manage per
ASCCP Guideline

No CIN2,3

Manage per
ASCCP Guideline

* Management options may vary if the woman 
is pregnant or ages 21-24 years.

Management of Women with Atypical Squamous Cells:
Cannot Exclude High-grade SIL (ASC-H)*

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

ASC-H
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No CIN2,3 CIN2,3

Two Consecutive 
Cytology Negative

Results
and

No High-grade
Colposcopic
Abnormality 

High-grade colposcopic
lesion or HSIL
Persists for 1 year

Routine
Screening

Observation with
colposcopy & cytology *

@ 6 month intervals for up to 2 years 

Manage per
ASCCP Guideline
for young women

with CIN2,3

Colposcopy
(Immediate loop electrosurgical excision is unacceptable) 

*If colposcopy is adequate and endocervical 
sampling is negative. Otherwise a diagnostic 
excisional procedure is indicated.

Biopsy

CIN2,3
(If NO CIN2,3,

continue observation)

HSIL
Persists for 24 months with

no CIN2,3 identified

Diagnostic
Excisional
Procedure 

Manage per
ASCCP Guideline

Other
results

Management of Women Ages 21-24 yrs with Atypical Squamous Cells, Cannot Rule Out  
High Grade SIL (ASC-H) and High-grade Squamous Intraepithelial Lesion (HSIL)

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

ASC-H and HSIL: Age 21–24
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   Colposcopy
(with endocervical assessment)

* Management options may vary if the woman 
is pregnant or ages 21-24
+ Not if patient is pregnant or ages 21-24

CIN2,3No CIN2,3

   Immediate Loop 
Electrosurgical Excision + Or

Manage per
ASCCP Guideline

Management of Women with High-grade Squamous Intraepithelial Lesions (HSIL)*

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

HSIL
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Endometrial and
Endocervical Sampling

No Endometrial Pathology

All subcategories
(except atypical endometrial cells)

Atypical Endometrial Cells

Colposcopy (with endocervical sampling)
and Endometrial sampling (if > 35 yrs or at risk for endometrial neoplasia*)

Colposcopy*  Includes unexplained vaginal bleeding or conditions suggesting chronic anovulation. 

Initial Workup of Women with Atypical Glandular Cells (AGC)

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

AGC
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No CIN2+, AIS or Cancer

Both negative Any abnormality

CIN2+ but no 
Glandular Neoplasia

Initial Cytology is
AGC (favor neoplasia) or AIS 

No Invasive Disease

Diagnostic
Excisional
Procedure+

Subsequent Management of Women with Atypical Glandular Cells (AGC)

Initial Cytology is
AGC - NOS

!"Should provide an intact specimen with interpretable margins. 
Concomitant endocervical sampling is preferred

Manage per
ASCCP Guideline

Cotest
at 12 & 24 months

Cotest
3 years later Colposcopy

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

AGC Subsequent Management
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“Lesser abnormalities” include ASC-US
or LSIL Cytology, HPV 16+ or 18+, and 
persistent HPV 

∞

+

Management options may vary if the 
woman is pregnant or ages 21-24.

Cytology if age <30 years, cotesting 
if age ≥30 years

† Either ablative or excisional methods.
Excision preferred if colposcopy 
inadequate, CIN2+ on ECC, or 
previously treated.  

Manage per
ASCCP Guideline

Follow-up without Treatment

Cotesting at 12 months > ASC or HPV(+)

HPV(-)
and

Cytology Negative

Colposcopy

Age appropriate+ retesting
3 years later 

No CIN CIN2,3 CIN1

If persists for
at least 2 years

Follow-up or
Treatment †

Cytology negative
+/-

HPV(-)

Routine screening

Management of Women with No Lesion or Biopsy-confirmed Cervical 
Intraepithelial Neoplasia — Grade 1 (CIN1) Preceded by “Lesser Abnormalities”*∞

* 

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.
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Cotesting at 12 and 24 months*

Age-specific
retesting
in 3 years+

Colposcopy

HPV(+) or Any 
cytology 

abnormality 
except HSIL

HPV(-)
and

Cytology Negative
at both visits

HSIL
at either visit

Diagnostic
Excision

Procedure^
Or

Review  of cytological,
histological, and 

colposcopic findings
Or

Manage per
ASCCP Guideline

for revised diagnosis

*Provided colposcopy is adequate and endocervical sampling is negative
^ Except in special populations (may include pregnant women and those ages 21-24)
+Cytology if age <30 years, cotesting if age ≥30 years

Management of Women with No Lesion or Biopsy-confirmed Cervical Intraepithelial 
Neoplasia — Grade 1 (CIN1) Preceded by ASC-H or HSIL Cytology

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.
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< ASC-H or HSIL > ASC-H or HSIL

Repeat Cytology
@ 12 months

Negative > ASC

Routine 
Screening

Repeat Cytology
@ 12 mos

After ASC-US or LSIL

Colposcopy

After ASC-H or HSIL

Adequate colposcopy

Inadequate 
colposcopy

Manage per ASCCP Guideline

Diagnostic
Excisional

Procedure+ 

Observation with
colposcopy & cytology

@ 6 mo intervals for 1 year

All three approaches are acceptable

Change in
diagnosisHSIL

@ either visit
Negative cytology

@ both visits

Routine Screening

Other
results

Review
material^

+Not if patient is pregnant
^ Includes referral cytology, colposcopic findings, and all biopsies

Management of Women with No lesion or Biopsy-confirmed Cervical Intraepithelial Neoplasia
 — Grade 1 (CIN1) in Women Ages 21-24

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

CIN1: Age 21-24
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Either Excision † or 
Ablation of T-zone *

Cotesting at 12 and 24 months

2x Negative Results Any test abnormal

Diagnostic Excisional 
Procedure †

Adequate Colposcopy
Inadequate Colposcopy or

Recurrent CIN2,3 or
Endocervical sampling is CIN2,3

Colposcopy
With endocervical sampling

Repeat cotesting
in 3 years

Routine screening

Management of Women with Biopsy-confirmed Cervical Intraepithelial Neoplasia — Grade 2 and 3 (CIN2,3)*  

*Management options will 
vary in special circumstances 
or if  the woman is pregnant 
or ages 21-24

†If CIN2,3 is identified at the 
margins of an excisional 
procedure or post-procedure 
ECC, cytology and ECC at 
4-6mo is preferred, but repeat 
excision is acceptable and 
hysterectomy is acceptable 
if re-excision is not feasible.

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

CIN2,3 Management
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Young Women with CIN2,3

Colposcopy worsens or
High-grade Cytology or Colposcopy

persists for 1 year

2x Cytology Negative
and Normal Colposcopy

Repeat Colposcopy/Biopsy
Recommended

Observation — Colposcopy & Cytology
@ 6 month intervals for 12 months

Treatment using Excision
or Ablation of T-zone

CIN3 or CIN2,3 persists for 24 months

Treatment Recommended

Either treatment or observation is acceptable, provided colposcopy is adequate.  When CIN2 is specified,
observation is preferred.  When CIN3 is specified, or colposcopy is inadequate, treatment is preferred. 

Cotest in 1 year 

Cotest in 3 years 

Both tests negative

Either test 
abnormal

Management of Young Women with Biopsy-confirmed Cervical Intraepithelial Neoplasia
 — Grade 2,3 (CIN2,3) in Special Circumstances

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

CIN2,3 in Young Women
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Margins Involved or
ECC Positive

Hysterectomy — Preferred

Long-term
Follow-up

Conservative Management
Acceptable if future fertility desired

Margins Negative

* Using a combination of cotesting and   
colposcopy with endocervical sampling

Re-excision
Recommended

Re-evaluation*
@ 6 months — acceptable

Management of Women Diagnosed with Adenocarcinoma in-situ (AIS) during a Diagnostic Excisional Procedure

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.

AIS Management
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Manage like 
CIN1

Low Grade Squamous 
Intraepithelial Lesion

(LSIL)*

*Histopathology Results only.  

Manage like 
CIN2,3

High Grade Squamous 
Intraepithelial Lesion

(HSIL)*

Interim Guidance for Managing Reports using the Lower Anogenital Squamous 
Terminology (LAST) Histopathology Diagnoses

© Copyright, 2013, American Society for Colposcopy and Cervical Pathology. All rights reserved.
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 Colposcopy is the examination of the cervix, vagina, 

and, in some instances the vulva, with the colposcope 
after the application of a 3-5% acetic acid solution 
coupled with obtaining colposcopically-directed biop-
sies of all lesions suspected of representing neoplasia.

 Endocervical sampling includes obtaining a specimen  
for either histopathological evaluation using an  
endocervical curette or a cytobrush or for cytological  
evaluation using a cytobrush.

 Endocervical assessment is the process of evaluating 
the endocervical canal for the presence of neoplasia 
using either a colposcope or endocervical sampling.

 Diagnostic excisional procedure is the process of 
obtaining a specimen from the transformation zone  
and endocervical canal for histopathological evaluation 
and includes laser conization, cold-knife conization, 
loop electrosurgical excision procedure (LEEP), and 
loop electrosurgical conization.

 Adequate colposcopy indicates that the entire  
squamocolumnar junction and the margin of any  
visible lesion can be visualized with the colposcope.

 Endometrial sampling includes obtaining a specimen 
for histopathological evaluation using an endometrial 
aspiration or biopsy device, a “dilatation and curettage”  
or hysteroscopy.

Terms Utilized in the Consensus Guidelines

© Copyright, 2002, 2006, 2013 American Society for Colposcopy and Cervical Pathology. All rights reserved
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Cervical Cancer Screening Guidelines for Average-Risk Women1 

American Cancer Society (ACS), American Society 
for Colposcopy and Cervical Pathology (ASCCP), 

and American Society for Clinical Pathology 
(ASCP)2 

2012
U.S. Preventive Services Task Force  (USPSTF)3

2012

American College of Obstetricians and 
Gynecologists (ACOG)4

2009

When to start screening5
Age 21. Women aged <21 years should not be screened 

regardless of the age of sexual initiation or other risk factors. 
(Strong recommendation)

Age 21. (A recommendation) Recommend against screening women 
aged <21 years. (D recommendation)

Age 21 regardless of the age of onset of sexual activity. Should be 
avoided <21 years. (Level A evidence)

Statement about annual screening Women of any age should not be screened annually by any 
screening method. (Strong recommendation)

Individuals and clinicians can use the annual Pap test screening visit 
as an opportunity to discuss other health problems and preventive 
measures. Individuals, clinicians, and health systems should seek 
effective ways to facilitate the receipt of recommended preventive 
services at intervals that are beneficial to the patient. Efforts also 

should be made to ensure that individuals are able to seek care for 
additional health concerns as they present. 

 Physicians should inform their patients that annual gynecologic 
examinations may be appropriate. (Level C evidence)

6

Screening method and intervals7

Cytology 
(conventional or 
liquid based)

21–29 years of age Every 3 years.8  (Strong recommendation) Every 3 years. (A recommendation) Every 2 years. (Level A evidence)

30–65 years of age Every 3 years.8  (Strong recommendation) Every 3 years. (A recommendation)
 May screen every 3 years with a history of 3 negative cytology 

tests. (Level A evidence)

HPV co-test 
(cytology + HPV 
test administered 
together)

21–29 years of age HPV co-testing should not be used for women aged <30 years. Recommend against HPV co-testing women aged <30 years. (D 

recommendation)
Not recommended for women aged <30 years.

30–65 years of age Every 5 years (Strong recommendation) ; this is the preferred 
method (Weak recommendation) . 

For women who want to extend their screening interval, HPV co-
testing every 5 years is an option. (A recommendation) 

Every 3 years if cytology normal, HPV test negative. (Level A 

evidence)

Primary HPV testing9
For women aged 30–65 years, screening by HPV testing alone is 

not recommended in most clinical settings. (Weak 

recommendation)
10

Recommends against screening for cervical cancer with HPV testing 
(alone or in combination with cytology) in women aged <30 years. (D 

recommendation)

Not addressed.

When to stop screening

Women aged >65 years with adequate screening history should 
not be screened.10 Women aged >65 years with a history of CIN2, 
CIN3, or AIS should continue screening for at least 20 years after 

spontaneous regression or appropriate management. (Weak 

recommendation)

Women aged >65 years with adequate recent screening with normal 
Pap tests, who are not otherwise at high risk for cervical cancer. (D 

recommendation)
11

Between 65–70 years of age with 3 consecutive normal cytology 
tests and no abnormal tests in the past 10 years (Level B 

evidence). An older woman who is sexually active and has 
multiple partners should continue to have routine screening.

Screening post-total hysterectomy

Women who have had a total hysterectomy (removal of the uterus 
and cervix) should stop screening, unless the hysterectomy was 
done as a treatment for cervical pre-cancer or cancer. Women 

who have had a hysterectomy without removal of the cervix (supra-
cervical hysterectomy) should continue screening according to 

guidelines. (Strong recommendation)

Recommend against screening in women who have had a 
hysterectomy with removal of the cervix and who do not have a 
history of a high-grade precancerous lesion (CIN2 or CIN3) or 

cervical cancer. (D recommendation)

If removal for benign disease and no history of high-grade CIN or 
worse, may discontinue screening. (Level A evidence)  Women for 
whom a negative history cannot be documented should continue 

to be screened. (Level B evidence)

The need for a bimanual pelvic exam 
Not addressed in 2012 guidelines but was addressed in 2002 

ACS guidelines.12
Addressed in USPSTF ovarian cancer screening recommendations 

(draft).13
 Physicians should inform their patients that annual gynecologic 

examinations may be appropriate. (Level C evidence)
6

Screening among those immunized against 
HPV 16/18

Women at any age with a history of HPV vaccination should be 
screened according to the age-specific recommendations for the 

general population. 

The possibility that vaccination might reduce the need for screening 
with cytology alone or in combination with HPV testing is not 

established. Given these uncertainties, women who have been 
vaccinated should continue to be screened.

Recommendations remain the same regardless of vaccination 
status. (Level C evidence)



HPV = human papillomavirus; CIN = cervical intraepithelial neoplasia

4ACOG Practice Bulletin No. 109: Cervical cytology screening. ACOG Committee on Practice Bulletins-Gynecology. Obstet Gynecol. 2009 Dec;114(6):1409-20. 

1These recommendations do not apply to women who have received a diagnosis of a high-grade precancerous cervical lesion (CIN 2 or 3) or cervical cancer, women with in utero exposure to diethylstilbestrol, or women who are immunocompromised, or 
are HIV positive.
2Saslow D, Solomon D, Lawson HW, et al. American Cancer Society, American Society for Colposcopy and Cervical Pathology, and American Society for Clinical Pathology screening guidelines for the prevention and early detection of cervical cancer. CA 

Cancer J Clin.  2012 Mar 14.  Available at http://www.cancer.org/Cancer/CervicalCancer/DetailedGuide/cervical-cancer-prevention

11Current guidelines define adequate screening as three consecutive negative cytology results or two consecutive negative co-tests within 10 years before cessation of screening, with the most recent test performed within 5 years, and are the same for 
ACS and USPSTF.

3USPSTF. Screening for Cervical Cancer. 2012. Available at http://www.uspreventiveservicestaskforce.org/uspstf11/cervcancer/cervcancerrs.htm. These recommendations apply to women who have a cervix, regardless of sexual history. 

13The bimanual pelvic examination is often conducted (usually annually) in part to screen for ovarian cancer, although its effectiveness and harms are not well known and were not a focus of this review. No randomized trial has assessed the role of the 
bimanual pelvic examination for cancer screening. In the PLCO Trial, bimanual examination was discontinued as a screening strategy in the intervention arm because no cases of ovarian cancer were detected solely by this method and a high proportion of 
women underwent bimanual examination with ovarian palpation in the usual care arm. 

122002 guidelines statement: The ACS and others should educate women, particularly teens and young women, that a pelvic exam does not equate to a cytology test and that women who may not need a cytology test still need regular health care visits 
including gynecologic care. Women should discuss the need for pelvic exams with their providers. Saslow D, Runowicz CD, Solomon D, et al. American Cancer Society Guideline for the Early Detection of Cervical Neoplasia and Cancer. CA Cancer J Clin 

2002;52:342–362.

8 There is insufficient evidence to support longer intervals in women aged 30-65 years, even with a screening history of consecutive negative cytology tests.
9Primary HPV testing (HPV testing alone) is defined as conducting the HPV test as the first screening test. It may be followed by other tests (like a Pap) for triage.
10No further explanation of which clinical settings HPV testing should be used to screen women aged 30–65 years as a standalone test.

7Conventional cytology and liquid-based cytology are equivalent regarding screening guidelines, and no distinction should be made by test when recommending next screening. 

6More specific guidance from 2003 states an annual pelvic examination is a routine part of preventive care for all women aged ≥21 years even if they do not need cervical cytology screening. (Level C evidence)

5Since cervical cancer is believed to be caused by sexually transmissible human papillomavirus infections, women who have not had sexual exposures (e.g., virgins) are likely at low risk. Women aged >21 years who have not engaged in sexual intercourse 
may not need a Pap test depending on circumstances. The decision should be made at the discretion of the women and her physician. Women who have had sex with women are still at risk of cervical cancer. 10%–15% of women aged 21–24 years in the 
United States report no vaginal intercourse (Saraiya M, Martinez G, Glaser K, et al Obstet Gynecol 2009. 114 (6)). Providers should also be aware of instances of non-consensual sex among their patients. 
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Introduction
In 1996, the World Health Organization (WHO) pub-

lished the first edition of the Medical Eligibility Criteria for 
Contraceptive Use (MEC), which gave evidence-based guidance 
on the safety of contraceptive method use for women and 
men worldwide who had specific characteristics and medical 
conditions. Since that time, WHO has regularly updated its 
guidance on the basis of new evidence, and the WHO MEC 
is now in its fourth edition (1).

CDC, through close collaboration with WHO, has con-
tributed substantially during the last 15 years to creation of 
WHO’s global family planning guidance, which includes four 
documents: the medical eligibility criteria for contraceptive 
use, the selected practice recommendations for contraceptive 
use, a decision-making tool for clients and providers, and a 
global family planning handbook. This WHO guidance has 
been based on the best available scientific evidence, and CDC 
has served as the lead for establishing that evidence base and 
presenting the evidence to WHO for use during its expert 
working group meetings to create and update the guidance.

WHO has always intended for its global guidance to be used 
by local or regional policy makers, managers of family planning 

programs, and the scientific community as a reference when 
they develop family planning guidance at the country or pro-
gram level. The United Kingdom is one example of a country 
that has adapted the WHO MEC for its own use (2).

CDC undertook a formal process to adapt the WHO MEC 
at this time because the fourth edition of the WHO guidance is 
unlikely to undergo major revisions in the near future. Although 
the WHO guidance is already available in the United States 
through inclusion in textbooks, use by professional organizations, 
and incorporation into training programs, the adaptation of the 
guidance ensures its appropriateness for use in the United States 
and allows for further dissemination and implementation among 
U.S. health-care providers. Most of the U.S. guidance does not 
differ from the WHO guidance and covers approximately 60 char-
acteristics or medical conditions. However, several changes have 
been made, including adaptations of selected WHO recommenda-
tions, addition of recommendations for new medical conditions, 
and removal of recommendations for contraceptive methods not 
currently available in the United States (Appendix A).

This document contains recommendations for health-care 
providers for the safe use of contraceptive methods by women 
and men with various characteristics and medical conditions. It is 
intended to assist health-care providers when they counsel women, 
men, and couples about contraceptive method choice. These 
recommendations are meant to be a source of clinical guidance; 
health-care providers should always consider the individual 
clinical circumstances of each person seeking family planning 
services.

U S. Medical Eligibility Criteria for Contraceptive Use, 2010
 Adapted from the World Health Organization Medical Eligibility Criteria 

for Contraceptive Use, 4th edition
Prepared by

Division of Reproductive Health, National Center for Chronic Disease Prevention and Health Promotion

Summary

CDC created U.S. Medical Eligibility Criteria for Contraceptive Use, 2010, from guidance developed by the World Health 
Organization (WHO) and finalized the recommendations after consultation with a group of health professionals who met in 
Atlanta, Georgia, during February 2009. This guidance comprises recommendations for the use of specific contraceptive methods by 
women and men who have certain characteristics or medical conditions. The majority of the U.S. guidance does not differ from the 
WHO guidance and covers >60 characteristics or medical conditions. However, some WHO recommendations were modified for 
use in the United States, including recommendations about contraceptive use for women with venous thromboembolism, valvular 
heart disease, ovarian cancer, and uterine fibroids and for postpartum and breastfeeding women. Recommendations were added 
to the U.S. guidance for women with rheumatoid arthritis, history of bariatric surgery, peripartum cardiomyopathy, endometrial 
hyperplasia, inflammatory bowel disease, and solid organ transplantation. The recommendations in this document are intended 
to assist health-care providers when they counsel women, men, and couples about contraceptive method choice. Although these 
recommendations are meant to serve as a source of clinical guidance, health-care providers should always consider the individual 
clinical circumstances of each person seeking family planning services.
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Atlanta, GA 30341; Telephone 770-488-6397; Fax: 770-488-6391; 
E-mail kmc6@cdc.gov
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Methods
The process for adapting the WHO MEC for the United 

States comprised four major steps: 1) determination of the 
scope of and process for the adaptation, including a small 
meeting; 2) preparation and peer review of systematic reviews 
of the evidence to be used for the adaptation; 3) organization 
of a larger meeting to examine the evidence and provide input 
on the recommendations; and 4) finalization of the recom-
mendations by CDC.

In June 2008, CDC held a 2-day meeting of eight key 
partners and U.S. family planning experts to determine the 
scope of and process for a U.S. adaptation of the WHO MEC. 
Participants were family planning providers, who also had 
expertise in conducting research on contraceptive safety and 
translating research evidence into guidance. WHO guidance is 
used widely around the world, including in the United States, 
and contains approximately 1,800 separate recommendations. 
In most cases, the evidence base would be the same for the 
U.S. and the WHO recommendation, and—because of the 
extensive collaboration between WHO and CDC in creating 
the international guidance—the process for determining the 
recommendations also would be the same. Therefore, CDC 
determined that the global guidance also should be the U.S. 
guidance, except when a compelling reason existed for adap-
tation, and that CDC would accept the majority of WHO 
guidance for use in the United States.

During the June 2008 meeting, CDC identified specific 
WHO recommendations for which a compelling reason 
existed to consider modification for the United States because 
of the availability of new scientific evidence or the context in 
which family planning services are provided in the United 
States. CDC also identified areas in which WHO guidance 
was inconsistent with current U.S. practice by contacting 
numerous professional and service organizations and individual 
providers. In addition, CDC assessed the need for adding rec-
ommendations for medical conditions not currently included 
in the WHO MEC. Through this process, a list was developed 
of existing WHO recommendations to consider adapting and 
new medical conditions to consider adding to the guidance.

A systematic review of the scientific evidence was conducted 
for each of the WHO recommendations considered for adap-
tation and for each of the medical conditions considered for 
addition to the guidance. The purpose of these systematic 
reviews was to identify direct evidence about the safety of 
contraceptive method use by women (or men) with selected 
conditions (e.g., risk for disease progression or other adverse 
health effects in women with rheumatoid arthritis who use 
combined oral contraceptives). Information about indirect 
evidence (e.g., evidence from healthy women or animal studies) 

or theoretical considerations was obtained when direct evidence 
was not available. CDC conducted systematic reviews follow-
ing standard guidelines (3,4), included thorough searches of 
PubMed and other databases of the scientific literature, and 
used the U.S. Preventive Services Task Force system to grade 
the strength and quality of the evidence (5). Each systematic 
review was peer-reviewed by two or three experts before being 
used in the adaptation process. These systematic reviews have 
been submitted for publication in peer-reviewed journals.

For most recommendations in this document, a limited 
number of studies address the use of a specific contraceptive 
method by women with a specific condition. Therefore, within 
the WHO guidance, as well as with this U.S. adaptation of 
the guidance, most of the decisions about medical eligibility 
criteria were often necessarily based on 1) extrapolations from 
studies that primarily included healthy women, 2) theoretical 
considerations about risks and benefits, and 3) expert opinion. 
Evidence was particularly limited for newer contraceptive 
methods. The total body of evidence for each recommendation 
included evidence based on direct studies or observations of 
the contraceptive method used by women (or men) with the 
condition and may have included 1) evidence derived from 
effects of the contraceptive method used by women (or men) 
without the condition and 2) indirect evidence or theoretical 
concerns based on studies of suitable animal models, human 
laboratory studies, or analogous clinical situations.

In February 2009, CDC held a meeting of 31 experts who 
were invited to provide their individual perspective on the 
scientific evidence presented and the discussions on poten-
tial recommendations that followed. This group included 
obstetricians/gynecologists, pediatricians, family physicians, 
nurse-midwives, nurse practitioners, epidemiologists, and 
others with expertise in contraceptive safety and provision. 
For each topic discussed, the evidence from the systematic 
review was presented; for most of the topics, an expert in the 
specific medical condition (e.g., rheumatoid arthritis) also gave 
a brief presentation on the condition and specific issues about 
contraceptive safety. CDC gathered input from the experts 
during the meeting and finalized the recommendations in 
this document. CDC plans to develop a research agenda to 
address topics identified during the meeting that need further 
investigation.

How to Use this Document
These recommendations are intended to help health-care pro-

viders determine the safe use of contraceptive methods among 
women and men with various characteristics and medical con-
ditions. Providers also can use the synthesis of information in 
these recommendations when consulting with women, men, 
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and couples about their selection of contraceptive methods. 
The tables in this document include recommendations for the 
use of contraceptive methods by women and men with par-
ticular characteristics or medical conditions. Each condition 
was defined as representing either an individual’s characteris-
tics (e.g., age, history of pregnancy) or a known preexisting 
medical/pathologic condition (e.g., diabetes and hypertension). 
The recommendations refer to contraceptive methods being 
used for contraceptive purposes; the recommendations do 
not consider the use of contraceptive methods for treatment 
of medical conditions because the eligibility criteria in these 
cases may differ. The conditions affecting eligibility for the 
use of each contraceptive method were classified under one of 
four categories (Box 1).

Using the Categories in Practice
Health-care providers can use these categories when assessing 

the safety of contraceptive method use for women and men 
with specific medical conditions or characteristics. Category 
1 comprises conditions for which no restrictions exist for 
use of the contraceptive method. Classification of a method/
condition as Category 2 indicates the method generally can 
be used, but careful follow-up may be required. For a method/
condition classified as Category 3, use of that method usually 
is not recommended unless other more appropriate methods 
are not available or acceptable. The severity of the condition 
and the availability, practicality, and acceptability of alternative 
methods should be taken into account, and careful follow-up 
will be required. Hence, provision of a method to a woman 
with a condition classified as Category 3 requires careful 
clinical judgement and access to clinical services. Category 4 
comprises conditions that represent an unacceptable health 
risk if the method is used. For example, a smoker aged <35 
years generally can use combined oral contraceptives (COCs) 
(Category 2). However, for a woman aged ≥35 years who 
smokes <15 cigarettes per day, the use of COCs usually is 
not recommended unless other methods are not available or 
acceptable to her (Category 3). A woman aged ≥35 years who 
smokes ≥15 cigarettes per day should not use COCs because 
of unacceptable health risks, primarily the risk for myocardial 
infarction and stroke (Category 4). The programmatic implica-
tions of these categories may depend on the circumstances of 
particular professional or service organizations (e.g., in some 
settings, a Category 3 may mean that special consultation is 
warranted).

The recommendations address medical eligibility criteria for 
the initiation and continued use of all methods evaluated. The 
issue of continuation criteria is clinically relevant whenever a 
woman develops the condition while she is using the method. 

When the categories differ for initiation and continuation, 
these differences are noted in the columns Initiation and 
Continuation. Where Initiation and Continuation are not 
denoted, the category is the same for initiation and continu-
ation of use.

On the basis of this classification system, the eligibility crite-
ria for initiating and continuing use of a specific contraceptive 
method are presented in tables (Appendices A–M). In these 
tables, the first column indicates the condition. Several condi-
tions were divided into subconditions to differentiate between 
varying types or severity of the condition. The second column 
classifies the condition for initiation and/or continuation into 
Category 1, 2, 3, or 4. For some conditions, the numeric clas-
sification does not adequately capture the recommendation; 
in this case, the third column clarifies the numeric category. 
These clarifications were determined during the discussions of 
the scientific evidence and the numeric classification and are 
considered a necessary element of the recommendation. The 
third column also summarizes the evidence for the recom-
mendation, where evidence exists. The recommendations for 
which no evidence is cited are based on expert opinion from 
either the WHO or U.S. expert working group meetings and 
may be based on evidence from sources other than systematic 
reviews and presented at those meetings. For selected recom-
mendations, additional comments appear in the third column 
and generally come from the WHO or the U.S. expert working 
group participants.

Recommendations for Use of 
Contraceptive Methods

The classifications for whether women with certain medical 
conditions or characteristics can use specific contraceptive 
methods are provided for combined hormonal contracep-
tive methods, including low-dose (containing ≤35 μg ethi-

BOX 1. Categories of medical eligibility criteria for 
contraceptive use

1 = A condition for which there is no restriction for 
the use of the contraceptive method.

2 = A condition for which the advantages of using 
the method generally outweigh the theoretical 
or proven risks.

3 = A condition for which the theoretical or proven 
risks usually outweigh the advantages of using 
the method.

4 = A condition that represents an unacceptable 
health risk if the contraceptive method is used.
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nyl estradiol) combined oral contraceptive pills, combined 
hormonal patch, and combined vaginal ring (Appendix B); 
progestin-only contraceptive methods, including progestin-
only pills, depot medroxyprogesterone acetate injections, and 
etonogestrel implants (Appendix C); emergency contraceptive 
pills (Appendix D); intrauterine contraception, including the 
copper intrauterine device (IUD) and the levonorgestrel IUD 
(Appendix E); use of copper IUDs for emergency contracep-
tion (Appendix F); barrier contraceptive methods, including 
male and female condoms, spermicides, diaphragm with 
spermicide, and cervical cap (Appendix G); fertility awareness-
based methods (Appendix H); lactational amenorrhea method 
(Appendix I); coitus interruptus (Appendix J); and female 
and male sterilization (Appendix K). Tables at the end of the 
document summarize the classifications for the hormonal and 
intrauterine methods (Appendix L) and the evidence about 
potential drug interactions between hormonal contraceptives 
and antiretroviral therapies (Appendix M).

Contraceptive Method Choice
Many elements need to be considered by women, men, or 

couples at any given point in their lifetimes when choosing 
the most appropriate contraceptive method. These elements 
include safety, effectiveness, availability (including accessibil-
ity and affordability), and acceptability. The guidance in this 
document focuses primarily on the safety of a given contra-
ceptive method for a person with a particular characteristic or 
medical condition. Therefore, the classification of Category 1 
means that the method can be used in that circumstance with 
no restrictions with regard to safety but does not necessarily 
imply that the method is the best choice for that person; other 
factors, such as effectiveness, availability, and acceptability, may 
play a key role in determining the most appropriate choice. 
Voluntary informed choice of contraceptive methods is an 
essential guiding principle, and contraceptive counseling, 
where applicable, may be an important contributor to the 
successful use of contraceptive methods.

In choosing a method of contraception, the risk for sexually 
transmitted infections (STIs), including human immunodefi-
ciency virus (HIV), also must be considered. Although hormonal 
contraceptives and IUDs are highly effective at preventing 
pregnancy, they do not protect against STIs. Consistent and 
correct use of the male latex condom reduces the risk for STIs 
(6). When a male condom cannot be used properly for infection 
prevention, a female condom should be considered (7). Women 
who use contraceptive methods other than condoms should be 
counseled about the use of condoms and the risk for STIs (7). 
Additional information about prevention and treatment of STIs 

is available from CDC’s Sexually Transmitted Diseases Treatment 
Guidelines (http://www.cdc.gov/std/treatment) (7).

Contraceptive Method Effectiveness
Contraceptive method effectiveness is critically important 

in minimizing the risk for unintended pregnancy, particularly 
among women for whom an unintended pregnancy would 
pose additional health risks. The effectiveness of contraceptive 
methods depends both on the inherent effectiveness of the 
method itself and on how consistently and correctly it is used 
(Table 1). Methods that depend on consistent and correct use 
have a wide range of effectiveness.

Unintended Pregnancy and Increased 
Health Risk

For women with conditions that may make unintended preg-
nancy an unacceptable health risk, long-acting, highly effec-
tive contraceptive methods may be the best choice (Table 1). 
Women with these conditions should be advised that sole 
use of barrier methods for contraception and behavior-based 
methods of contraception may not be the most appropriate 
choice because of their relatively higher typical-use rates of 
failure (Table 1). Conditions included in the U.S. MEC for 
which unintended pregnancy presents an unacceptable health 
risk are identified throughout the document (Box 2).

Keeping Guidance Up to Date
As with any evidence-based guidance document, a key chal-

lenge is keeping the recommendations up to date as new scien-
tific evidence becomes available. CDC will continue to work 
with WHO to identify and assess all new relevant evidence 
and to determine whether changes to the recommendations 
are warranted (4). In most cases, the U.S. MEC will follow any 
updates in the WHO guidance, which typically occur every 
3–4 years (or sooner if warranted by new data). However, 
CDC will review any WHO updates for their application in 
the United States. CDC also will identify and assess any new 
literature for the recommendations and medical conditions that 
are not included in the WHO guidance. CDC will completely 
review the U.S. MEC every 3–4 years as well. Updates to the 
guidance will appear on the CDC U.S. MEC website: http://
www.cdc.gov/reproductivehealth/UnintendedPregnancy/
USMEC.htm.

http://www.cdc.gov/std/treatment
http://www.cdc.gov/reproductivehealth/UnintendedPregnancy/USMEC.htm
http://www.cdc.gov/reproductivehealth/UnintendedPregnancy/USMEC.htm
http://www.cdc.gov/reproductivehealth/UnintendedPregnancy/USMEC.htm
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TABLE 1. Percentage of women experiencing an unintended pregnancy during the first year of typical use and the first year of 
perfect use of contraception and the percentage continuing use at the end of the first year — United States

Method

Women experiencing an unintended pregnancy 
within the first year of use

Women continuing use at 1 year§Typical use* Perfect use†

No method¶ 85% 85%
Spermicides** 29% 18% 42%
Withdrawal 27% 4% 43%
Fertility awareness–based methods 25% 51%
Standard Days method†† 5%
TwoDay method™†† 4%
Ovulation method†† 3%

Sponge
Parous women 32% 20% 46%
Nulliparous women 16% 9% 57%

Diaphragm§§ 16% 6% 57%
Condom¶¶

Female (Reality®) 21% 5% 49%
Male 15% 2% 53%

Combined pill and progestin-only pill 8% 0.3% 68%
Evra patch® 8% 0.3% 68%
NuvaRing® 8% 0.3% 68%
Depo-Provera® 3% 0.3% 56%
Intrauterine device
ParaGard® (copper T) 0.8% 0.6% 78%
Mirena® (LNG-IUS) 0.2% 0.2% 80%

Implanon® 0.05% 0.05% 84%
Female sterilization 0.5% 0.5% 100%
Male sterilization 0.15% 0.10% 100%
Emergency contraceptive pills*** Not applicable Not applicable Not applicable
Lactational amenorrhea methods††† Not applicable Not applicable Not applicable

Adapted from Trussell J. Contraceptive efficacy. In Hatcher RA, Trussell J, Nelson AL, Cates W, Stewart FH, Kowal D. Contraceptive technology. 19th revised 
ed. New York, NY: Ardent Media; 2007.
 * Among typical couples who initiate use of a method (not necessarily for the first time), the percentage who experience an unintended pregnancy during 

the first year if they do not stop use for any other reason. Estimates of the probability of pregnancy during the first year of typical use for spermicides, with-
drawal, fertility awareness-based methods, the diaphragm, the male condom, the pill, and Depo-Provera are taken from the 1995 National Survey of Family 
Growth corrected for underreporting of abortion; see the text for the derivation of estimates for the other methods.

 † Among couples who initiate use of a method (not necessarily for the first time) and who use it perfectly (both consistently and correctly), the percentage 
who experience an unintended pregnancy during the first year if they do not stop use for any other reason. See the text for the derivation of the estimate 
for each method.

 § Among couples attempting to avoid pregnancy, the percentage who continue to use a method for 1 year.
 ¶ The percentages becoming pregnant in the typical use and perfect use columns are based on data from populations where contraception is not used 

and from women who cease using contraception to become pregnant. Of these, approximately 89% become pregnant within 1 year. This estimate was 
lowered slightly (to 85%) to represent the percentage who would become pregnant within 1 year among women now relying on reversible methods of 
contraception if they abandoned contraception altogether.

 ** Foams, creams, gels, vaginal suppositories, and vaginal film.
 †† The TwoDay and Ovulation methods are based on evaluation of cervical mucus. The Standard Days method avoids intercourse on cycle days 8–19.
 §§ With spermicidal cream or jelly.
 ¶¶ Without spermicides.
 *** Treatment initiated within 72 hours after unprotected intercourse reduces the risk for pregnancy by at least 75%. The treatment schedule is 1 dose within 

120 hours after unprotected intercourse and a second dose 12 hours after the first dose. Both doses of Plan B can be taken at the same time. Plan B (1 
dose is 1 white pill) is the only dedicated product specifically marketed for emergency contraception. The Food and Drug Administration has in addition 
declared the following 22 brands of oral contraceptives to be safe and effective for emergency contraception: Ogestrel or Ovral (1 dose is 2 white pills); 
Levlen or Nordette (1 dose is 4 light-orange pills); Cryselle, Levora, Low-Ogestrel, Lo/Ovral, or Quasence (1 dose is 4 white pills); Tri-Levlen or Triphasil 
(1 dose is 4 yellow pills); Jolessa, Portia, Seasonale, or Trivora (1 dose is 4 pink pills); Seasonique (1 dose is 4 light blue-green pills); Empresse (1 dose 
is 4 orange pills); Alesse, Lessina, or Levlite (1 dose is 5 pink pills); Aviane (1 dose is 5 orange pills); and Lutera (1 dose is 5 white pills).

 ††† Lactational amenorrhea method is a highly effective temporary method of contraception. However, to maintain effective protection against pregnancy, 
another method of contraception must be used as soon as menstruation resumes, the frequency or duration of breastfeeding is reduced, bottle feeds 
are introduced, or the baby reaches 6 months of age.
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BOX 2. Conditions associated with increased risk for adverse 
health events as a result of unintended pregnancy

Breast cancer
Complicated valvular heart disease
Diabetes: insulin-dependent; with nephropathy/

retinopathy/neuropathy or other vascular disease; or 
of >20 years’ duration

Endometrial or ovarian cancer
Epilepsy
Hypertension (systolic >160 mm Hg or diastolic 

>100 mm Hg)
History of bariatric surgery within the past 2 years
HIV/AIDS
Ischemic heart disease
Malignant gestational trophoblastic disease
Malignant liver tumors (hepatoma) and 

hepatocellular carcinoma of the liver
Peripartum cardiomyopathy
Schistosomiasis with fibrosis of the liver
Severe (decompensated) cirrhosis
Sickle cell disease
Solid organ transplantation within the past 2 years
Stroke
Systemic lupus erythematosus
Thrombogenic mutations
Tuberculosis
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Appendix A
Summary of Changes to the World Health Organization Medical Eligibility 

Criteria for Contraceptive Use, 4th Edition, to Create the U.S. Medical 
Eligibility Criteria for Contraceptive Use, 2010

TABLE 1. Summary of changes in classifications from WHO Medical Eligibility Criteria for Contraceptive Use, 4th edition*†

Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD Clarification

Breastfeeding The US Department of Health 
and Human Services recom-
mends that infants be exclusively 
breastfed during the first 4–6 
months of life, preferably for a 
full 6 months. Ideally, breastfeed-
ing should continue through the 
first year of life (1). {Not included 
in WHO MEC}

a. <1 mo postpartum {WHO: 
<6 wks postpartum}

3§ {4} 2§ {3} 2§ {3} 2§ {3}

b. 1 mo to <6 mos {WHO: ≥6 
wks to <6 mos postpartum}

2§ {3}

Postpartum (in breastfeeding 
or nonbreastfeeding women), 
including post caesarean 
section
a. <10 min after delivery of 

the placenta {WHO: <48 
hrs, including insertion im-
mediately after delivery of 
the placenta}

2 {1 if not 
breastfeed-
ing and 3 if 
breastfeeding}

b. 10 min after delivery of the 
placenta to <4 wks {WHO: 
≥48 hrs to <4 wks}

2 {3} 2{3}

Deep venous thrombosis 
(DVT)/pulmonary embolism 
(PE)
a. History of DVT/PE, not on 

anticoagulant therapy
ii. Lower risk for recurrent 

DVT/PE (no risk factors)
3 {4}

b. Acute DVT/PE 2 {3} 2 {3} 2 {3} 2 {3} 2 {1}
c. DVT/PE and established on 

anticoagulant therapy for at 
least 3 mos

The classification additions, deletions, and modifications 
from the World Health Organization (WHO) Medical 
Eligibility Criteria for Contraceptive Use, 4th Edition, are 
summarized below (Tables 1–3). For conditions for which 

BOX. Categories for Classifying Hormonal Contraceptives and Intrauterine Devices

1 = A condition for which there is no restriction for the use of the contraceptive method.
2 = A condition for which the advantages of using the method generally outweigh the theoretical or proven risks.
3 = A condition for which the theoretical or proven risks usually outweigh the advantages of using the method.
4 = A condition that represents an unacceptable health risk if the contraceptive method is used.

classification changed for ≥1 methods or the condition descrip-
tion underwent a major modification, WHO conditions and 
recommendations appear in curly brackets.
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TABLE 1. (Continued) Summary of changes in classifications from WHO Medical Eligibility Criteria for Contraceptive Use, 
4th edition*†

Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD Clarification

i. Higher risk for recurrent 
DVT/PE (≥1 risk factors)

2 {1}

•	Known	thrombophilia,	
including 
antiphospholipid 
syndrome

•	Active	cancer	
(metastatic, on therapy, 
or within 6 mos after 
clinical remission), 
excluding non-
melanoma skin cancer

•	History	of	recurrent	
DVT/PE

ii. Lower risk for recurrent 
DVT/PE (no risk factors) 

3§ {4} 2 {1} Women on anticoagulant therapy 
are at risk for gynecologic com-
plications of therapy such as 
hemorrhagic ovarian cysts and 
severe menorrhagia. Hormonal 
contraceptive methods can be of 
benefit in preventing or treating 
these complications. When a 
contraceptive method is used 
as a therapy, rather than solely 
to prevent pregnancy, the risk/
benefit ratio may be different and 
should be considered on a case-
by-case basis. {Not included in 
WHO MEC}

Valvular heart disease
b. Complicated¶ (pulmonary 

hypertension, risk for 
atrial fibrillation, history 
of subacute bacterial 
endocarditis)

1 {2} 1 {2}

Ovarian cancer¶ 1 {Initiation = 3, 
Continuation = 2}

1 {Initiation = 3, 
Continuation = 2}

Uterine fibroids 2 {1 if no uterine 
distortion and 4 if 
uterine distortion 
is present}

2 {1 if no uterine 
distortion and 4 if 
uterine distortion is 
present}

* For conditions for which classification changed for ≥1 methods or the condition description underwent a major modification, WHO conditions and recom-
mendations appear in curly brackets.

† Abbreviations: WHO = World Health Organization; COC = combined oral contraceptive; P = combined hormonal contraceptive patch; R = combined 
hormonal vaginal ring; POP = progestin-only pill; DMPA = depot medroxyprogesterone acetate; LNG-IUD = levonorgestrel-releasing intrauterine device; 
Cu-IUD = copper intrauterine device; DVT = deep venous thrombosis; PE = pulmonary embolism; VTE = venous thromboembolism.

§ Consult the clarification column for this classification. 
¶ Condition that exposes a women to increased risk as a result of unintended pregnancy.



Vol. 59 / RR-4 Recommendations and Reports 9

TABLE 2. Summary of recommendations for medical conditions added to the U.S. Medical Eligibility Criteria for Contraceptive Use*

Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD Clarification

History of bariatric surgery†

a. Restrictive procedures: decrease storage 
capacity of the stomach (vertical banded 
gastroplasty, laparoscopic adjustable 
gastric band, laparoscopic sleeve 
gastrectomy)

1 1 1 1 1 1

b. Malabsorptive procedures: decrease 
absorption of nutrients and calories 
by shortening the functional length of 
the small intestine (Roux-en-Y gastric 
bypass, biliopancreatic diversion)

COCs: 3 
P/R: 1

3 1 1 1 1

Peripartum cardiomyopathy†

a. Normal or mildly impaired cardiac 
function (New York Heart Association 
Functional Class I or II: patients with no 
limitation of activities or patients with 
slight, mild limitation of activity) (2)

i <6 mos 4 1 1 1 2 2
ii ≥6 mos 3 1 1 1 2 2

b. Moderately or severely impaired cardiac 
function (New York Heart Association 
Functional Class III or IV: patients with 
marked limitation of activity or patients 
who should be at complete rest) (2)

4 2 2 2 2 2

Rheumatoid arthritis Initiation
Continua-

tion Initiation
Continua-

tion
a. On immunosuppressive therapy 2 1 2/3§ 1 2 1 2 1 DMPA use among women on long-term corti-

costeroid therapy with a history of, or risk factors 
for, nontraumatic fractures is classified as Cat-
egory 3. Otherwise, DMPA use for women with 
rheumatoid arthritis is classified as Category 2.

b. Not on immunosuppressive therapy 2 1 2 1 1 1

Endometrial hyperplasia 1 1 1 1 1 1

Inflammatory bowel disease (IBD) 
(ulcerative colitis, Crohn disease)

2/3§ 2 2 1 1 1 For women with mild IBD, with no other risk 
factors for VTE, the benefits of COC/P/R use 
generally outweigh the risks (Category 2). 
However, for women with IBD with increased 
risk for VTE (e.g., those with active or extensive 
disease, surgery, immobilization, corticosteroid 
use, vitamin deficiencies, fluid depletion), the 
risks for COC/P/R use generally outweigh the 
benefits (Category 3).

Solid organ transplantation†

Initiation
Continua-

tion Initiation
Continua-

tion

a. Complicated: graft failure (acute or 
chronic), rejection, cardiac allograft 
vasculopathy

4 2 2 2 3 2 3 2

b. Uncomplicated 2§ 2 2 2 2 2 Women with Budd-Chiari syndrome should not 
use COC/P/R because of the increased risk for 
thrombosis.

* Abbreviations: COC = combined oral contraceptive; P = combined hormonal contraceptive patch; R = combined hormonal vaginal ring: POP = progestin-only pill; DMPA = depot 
medroxyprogesterone acetate; LNG-IUD = levonorgestrel-releasing intrauterine device; Cu-IUD = copper intrauterine device; IBD = inflammatory bowel disease; VTE = venous 
thromboembolism.

† Condition that exposes a women to increased risk as a result of unintended pregnancy.
§ Consult the clarification column for this classification.
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TABLE 3. Summary of additional changes to the U.S. Medical Eligibility Criteria for Contraceptive Use

Condition/Contraceptive method Change

Emergency contraceptive pills History of bariatric surgery, rheumatoid arthritis, inflammatory bowel disease, and solid organ transplantation 
were added to Appendix D and given a Category 1. 

Barrier methods For 6 conditions—history of bariatric surgery, peripartum cardiomyopathy, rheumatoid arthritis, endometrial 
hyperplasia, inflammatory bowel disease, and solid organ transplantation—the barrier methods are classified 
as Category 1.

Sterilization In general, no medical conditions would absolutely restrict a person’s eligibility for sterilization. 
Recommendations from the World Health Organization (WHO) Medical Eligibility Criteria for Contraceptive 
Use about specific settings and surgical procedures for sterilization are not included here. The guidance has 
been replaced with general text on sterilization.

Other deleted items Guidance for combined injectables, levonorgestrel implants, and norethisterone enanthate has been re-
moved because these methods are not currently available in the United States.

Guidance for “blood pressure measurement unavailable” and “history of hypertension, where blood pressure 
CANNOT be evaluated (including hypertension in pregnancy)” has been removed.

Unintended pregnancy and increased 
health risk

The following conditions have been added to the WHO list of conditions that expose a woman to increased 
risk as a result of unintended pregnancy: history of bariatric surgery within the past 2 years, peripartum car-
diomyopathy, and receiving a solid organ transplant within 2 years.

References
1. Office on Women’s Health, US Department of Health and Human 

Services. HHS blueprint for action on breastfeeding. Washington, DC: 
US Department of Health and Human Services, Office on Women’s 
Health; 2000.

2. The Criteria Committee of the New York Heart Association. Nomenclature 
and criteria for diagnosis of diseases of the heart and great vessels. 9th ed. 
Boston, MA: Little, Brown & Co; 1994.
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Combined hormonal contraceptives (CHCs) include low-
dose (containing ≤35 μg ethinyl estradiol [EE]) combined oral 
contraceptives (COCs), the combined hormonal patch, and 
the combined vaginal ring. The combined hormonal patch and 
vaginal ring are relatively new contraceptive methods. Limited 
information is available about the safety of these methods 
among women with specific medical conditions. Moreover, 
epidemiologic data on the long-term effects of the combined 
hormonal patch and the vaginal ring were not available for 
review. Evidence indicates that the combined hormonal patch 
and the combined vaginal ring provide comparable safety 

and pharmacokinetic profiles to COCs with similar hormone 
formulations (1–33). Pending further studies, the evidence 
available for recommendations about COCs applies to the 
recommendations for the combined hormonal patch and vagi-
nal ring. Therefore, the patch and ring should have the same 
categories (Box) as COCs, except where noted. The assigned 
categories should, therefore, be considered a preliminary, best 
judgement, which will be reevaluated as new data become 
available. CHCs do not protect against sexually transmitted 
infections (STIs) or human immunodeficiency virus (HIV).

Appendix B
 Classifications for Combined Hormonal Contraceptives

BOX. Categories for Classifying Combined Hormonal Contraceptives

1 = A condition for which there is no restriction for the use of the contraceptive method.
2 = A condition for which the advantages of using the method generally outweigh the theoretical or proven risks.
3 = A condition for which the theoretical or proven risks usually outweigh the advantages of using the method.
4 = A condition that represents an unacceptable health risk if the contraceptive method is used.

TABLE. Classifications for combined hormonal contraceptives, including pill, patch, and ring*†

Condition Category Clarifications/Evidence/Comments

Personal Characteristics and Reproductive History

Pregnancy Not applicable Clarification: Use of COCs, P, or R is not required. There is no known harm to the woman, the course of 
her pregnancy, or the fetus if COCs, P, or R are inadvertently used during pregnancy.

Age
a. Menarche to <40 yrs 1 Evidence: Adolescents using 20 μg EE-containing COCs have lower BMD than do nonusers, and higher 

dose-containing COCs have little to no effect. (34–41). In premenopausal adult women, COC use has little 
to no effect on bone health while appearing to preserve bone mass in perimenopausal women (26,42–90). 
Postmenopausal women who have ever used COCs have similar BMD to postmenopausal women who 
have never used COCs (54,58,68,81,91–110). BMD in adolescent or premenopausal women may not ac-
curately predict postmenopausal fracture risk (109,111–122).

Comment: The risk for cardiovascular disease increases with age and might increase with CHC use. In the 
absence of other adverse clinical conditions, CHCs can be used until menopause.

b. ≥40 yrs 2

Parity
a. Nulliparous 1
b. Parous 1

Breastfeeding Clarification: The U.S. Department of Health and Human Services recommends that infants be exclusively 
breastfed during the first 4–6 months of life, preferably for a full 6 months. Ideally, breastfeeding should 
continue through the first year of life (123).

Evidence: Clinical studies demonstrate conflicting results about effects on milk volume in women exposed 
to COCs during lactation; no consistent effect on infant weight has been reported. Adverse health outcomes 
or manifestations of exogenous estrogen in infants exposed to CHCs through breast milk have not been 
demonstrated (124–133). In general, these studies are of poor quality, lack standard definitions of breast-
feeding or outcome measures, and have not included premature or ill infants. Theoretical concerns about 
effects of CHCs on breast milk production are greater in the early postpartum period when milk flow is being 
established.

a. <1 mo postpartum 3
b. 1 mo to <6 mos postpartum 2
c. ≥6 mos postpartum 2
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TABLE. (Continued) Classifications for combined hormonal contraceptives, including pill, patch, and ring*†

Condition Category Clarifications/Evidence/Comments

Postpartum (in nonbreastfeeding 
women)
a. <21 days 3 Comment: Theoretical concern exists about the association between CHC use up to 3 weeks postpartum 

and risk for thrombosis in the mother. Blood coagulation and fibrinolysis are essentially normalized by 3 
weeks postpartum.

b. ≥21 days 1

Postabortion Clarification: COCs, P, or R may be started immediately postabortion.
a. First trimester 1 Evidence: Women who started taking COCs immediately after first trimester medical or surgical abortion 

did not experience more side effects or adverse vaginal bleeding outcomes or clinically significant changes 
in coagulation parameters than did women who used a placebo, an IUD, a nonhormonal contraceptive 
method, or delayed COC initiation (134–140). Limited evidence on women using the ring immediately after 
first trimester medical or surgical abortion found no serious adverse events and no infection related to use 
of the combined vaginal contraceptive ring during 3 cycles of follow-up postabortion (141).

b. Second trimester 1
c. Immediate postseptic abortion 1

Past ectopic pregnancy 1 Comment: The risk for future ectopic pregnancy is increased among women who have had an ectopic 
pregnancy in the past. CHCs protect against pregnancy in general, including ectopic gestation.

History of pelvic surgery 1

Smoking
a. Age <35 yrs 2 Evidence: COC users who smoked were at increased risk for cardiovascular diseases, especially myocar-

dial infarction, than those who did not smoke. Studies also showed an increased risk for myocardial infarc-
tion with increasing number of cigarettes smoked per day (142–153).

b. Age ≥35 yrs
 i. <15 Cigarettes/day 3
 ii. ≥15 Cigarettes/day 4

Obesity
a. ≥30 kg/m2 BMI 2 Evidence: Obese women who use COCs are more likely than obese women who do not use COCs to 

experience VTE. The absolute risk for VTE in healthy women of reproductive age is small. Limited evidence 
suggests that obese women who use COCs do not have a higher risk for acute myocardial infarction or 
stroke than do obese nonusers (147,153–159). Limited evidence is inconsistent about whether COC ef-
fectiveness varies by body weight or BMI (160–165). Limited evidence suggests obese women are no more 
likely to gain weight after 3 cycles of the vaginal ring or COC than overweight or normal weight women. 
A similar weight gain during the 3 months was noted between the COC group and the vaginal ring group 
across all BMI categories (166). The effectiveness of the patch decreased among women who weighed >90 
kg; however, no association was found between pregnancy risk and BMI (18).

b. Menarche to <18 yrs and 
≥30 kg/m2 BMI

2

History of bariatric surgery§

a. Restrictive procedures: decrease 
storage capacity of the stomach 
(vertical banded gastroplasty, 
laparoscopic adjustable gastric band, 
laparoscopic sleeve gastrectomy)

1 Evidence: Limited evidence demonstrated no substantial decrease in effectiveness of oral contraceptives 
among women who underwent laparoscopic placement of an adjustable gastric band (167).

b. Malabsorptive procedures: decrease 
absorption of nutrients and calories 
by shortening the functional length of 
the small intestine (Roux-en-Y gas-
tric bypass, biliopancreatic diversion)

COCs: 3

P/R: 1

Evidence: Limited evidence demonstrated no substantial decrease in effectiveness of oral contraceptives 
among women who underwent a biliopancreatic diversion (168); however, evidence from pharmacokinetic 
studies reported conflicting results of oral contraceptive effectiveness among women who underwent a 
jejunoileal bypass (169,170).

Comment: Bariatric surgical procedures involving a malabsorptive component have the potential to de-
crease oral contraceptive effectiveness, perhaps further decreased by postoperative complications, such as 
long-term diarrhea and/or vomiting.

Cardiovascular Disease

Multiple risk factors for arte-
rial cardiovascular disease (such 
as older age, smoking, diabetes, and 
hypertension)

3/4 Clarification: When a woman has multiple major risk factors, any of which alone would substantially 
increase her risk for cardiovascular disease, use of COCs, P, or R might increase her risk to an unaccept-
able level. However, a simple addition of categories for multiple risk factors is not intended; for example, a 
combination of two risk factors assigned a category 2 might not necessarily warrant a higher category.

Hypertension
For all categories of hypertension, classifications are based on the assumption that no other risk factors exist for cardiovascular disease. When multiple risk factors do exist, 
risk for cardiovascular disease might increase substantially. A single reading of blood pressure level is not sufficient to classify a woman as hypertensive.
a. Adequately controlled hypertension 3 Clarification: Women adequately treated for hypertension are at reduced risk for acute myocardial 

infarction and stroke compared with untreated women. Although no data exist, COC, P, or R users with 
adequately controlled and monitored hypertension should be at reduced risk for acute myocardial infarction 
and stroke compared with untreated hypertensive COC, P, or R users.

b. Elevated blood pressure levels 
(properly taken measurements)
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TABLE. (Continued) Classifications for combined hormonal contraceptives, including pill, patch, and ring*†

Condition Category Clarifications/Evidence/Comments

i. Systolic 140–159 mm Hg or 
diastolic 90–99 mm Hg

3 Evidence: Among women with hypertension, COC users were at higher risk than nonusers for 
stroke, acute myocardial infarction, and peripheral arterial disease (142,144,151–153,155,171–186). 
Discontinuation of COCs in women with hypertension might improve blood pressure control (187).ii. Systolic ≥160 mm Hg or diastolic 

≥100 mm Hg§
4

c. Vascular disease 4

History of high blood pressure during 
pregnancy (where current blood pres-
sure is measurable and normal)

2 Evidence: Women with a history of high blood pressure in pregnancy, who also used COCs, had a 
higher risk for myocardial infarction and VTE than did COC users who did not have a history of high blood 
pressure during pregnancy. The absolute risks for acute myocardial infarction and VTE in this population 
remained small (153,172,184–186,188–193).

Deep venous thrombosis (DVT)/ 
Pulmonary embolism (PE)
a. History of DVT/PE, not on anticoagu-

lant therapy
 i. Higher risk for recurrent DVT/PE 

(≥1 risk factors)

	 •	 History	of	estrogen-associated	
DVT/PE

	 •	 Pregnancy-associated	DVT/PE

	 •	 Idiopathic	DVT/PE

	 •	 Known	thrombophilia,	including	
antiphospholipid syndrome

	 •	 Active	cancer	(metastatic,	on	
therapy, or within 6 mos after 
clinical remission), excluding 
non-melanoma skin cancer

	 •	 History	of	recurrent	DVT/PE

4

 ii. Lower risk for recurrent DVT/PE 
(no risk factors)

3

b. Acute DVT/PE 4
c. DVT/PE and established on anti-

coagulant therapy for at least 3 mos
 i. Higher risk for recurrent DVT/PE 

(≥1 risk factors)

	 •	 Known	thrombophilia,	including	
antiphospholipid syndrome

	 •	 Active	cancer	(metastatic,	on	
therapy, or within 6 mos after 
clinical remission), excluding 
non-melanoma skin cancer

	 •	 History	of	recurrent	DVT/PE

4 Clarification: Women on anticoagulant therapy are at risk for gynecologic complications of therapy, such 
as hemorrhagic ovarian cysts and severe menorrhagia. Hormonal contraceptive methods can be of benefit 
in preventing or treating these complications. When a contraceptive method is used as a therapy, rather 
than solely to prevent pregnancy, the risk/benefit ratio might differ and should be considered on a case-by-
case basis.

 ii. Lower risk for recurrent DVT/PE 
(no risk factors)

3 Clarification: Women on anticoagulant therapy are at risk for gynecologic complications of therapy, such 
as hemorrhagic ovarian cysts and severe menorrhagia. Hormonal contraceptive methods can be of benefit 
in preventing or treating these complications. When a contraceptive method is used as a therapy, rather 
than solely to prevent pregnancy, the risk/benefit ratio may differ and should be considered on a case-by-
case basis.

d. Family history (first-degree relatives) 2 Comment: Some conditions that increase the risk for DVT/PE are heritable.
e. Major surgery

 i. With prolonged immobilization 4
 ii. Without prolonged immobilization 2

f. Minor surgery without immobilization 1

Known thrombogenic mutations§ 
(e.g., factor V Leiden; prothrombin muta-
tion; protein S, protein C, and antithrom-
bin deficiencies)

4 Clarification: Routine screening is not appropriate because of the rarity of the conditions and the high cost 
of screening.

Evidence: Among women with thrombogenic mutations, COC users had a 2-fold to 20-fold higher risk for 
thrombosis than did nonusers (159,194–216).

Superficial venous thrombosis
a. Varicose veins 1 Comment: Varicose veins are not risk factors for DVT/PE

b. Superficial thrombophlebitis 2

Current and history of ischemic heart 
disease§

4

Stroke§ (history of cerebrovascular 
accident) 

4
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TABLE. (Continued) Classifications for combined hormonal contraceptives, including pill, patch, and ring*†

Condition Category Clarifications/Evidence/Comments

Known hyperlipidemias 2/3 Clarification: Routine screening is not appropriate because of the rarity of the conditions and the high cost 
of screening. Although some types of hyperlipidemias are risk factors for vascular disease, the category 
should be assessed according to the type, its severity, and the presence of other cardiovascular risk 
factors. 

Valvular heart disease
a. Uncomplicated 2
b. Complicated§ (pulmonary hyperten-

sion, risk for atrial fibrillation, history 
of subacute bacterial endocarditis)

4 Comment: Among women with valvular heart disease, CHC use may further increase the risk for arterial 
thrombosis; women with complicated valvular heart disease are at greatest risk.

Peripartum cardiomyopathy§

a. Normal or mildly impaired car-
diac function (New York Heart 
Association Functional Class I or II: 
patients with no limitation of activities 
or patients with slight, mild limitation 
of activity) (217)

Evidence: No direct evidence exists about the safety of COCs/P/R among women with peripartum 
cardiomyopathy. Limited indirect evidence from noncomparative studies of women with cardiac disease 
demonstrated few cases of hypertension and transient ischemic attack in women with cardiac disease using 
COCs. No cases of heart failure were reported (218).

Comment: COCs might increase fluid retention in healthy women; fluid retention may worsen heart failure 
in women with peripartum cardiomyopathy. COCs might induce cardiac arrhythmias in healthy women; 
women with peripartum cardiomyopathy have a high incidence of cardiac arrhythmias.

 i. <6 mos 4
 ii. ≥6 mos 3

b. Moderately or severely impaired 
cardiac function (New York Heart 
Association Functional Class III or 
IV: patients with marked limitation of 
activity or patients who should be at 
complete rest) (217)

4 Evidence: No direct evidence exists about the safety of COCs/P/R among women with peripartum 
cardiomyopathy. Limited indirect evidence from noncomparative studies of women with cardiac disease 
demonstrated few cases of hypertension and transient ischemic attack in women with cardiac disease using 
COCs. No cases of heart failure were reported (218).

Comment: COCs might increase fluid retention in healthy women; fluid retention may worsen heart failure 
in women with peripartum cardiomyopathy. COCs might induce cardiac arrhythmias in healthy women; 
women with peripartum cardiomyopathy have a high incidence of cardiac arrhythmias.

Rheumatic Diseases

Systemic lupus erythematosus (SLE)§

Persons with SLE are at increased risk for ischemic heart disease, stroke, and VTE. Categories assigned to such conditions in the MEC should be the same for women with 
SLE who present with these conditions. For all categories of SLE, classifications are based on the assumption that no other risk factors for cardiovascular disease are pres-
ent; these classifications must be modified in the presence of such risk factors.

Many women with SLE can be considered good candidates for most contraceptive methods, including hormonal contraceptives (219–237).
a. Positive (or unknown) antiphospho-

lipid antibodies
4 Evidence: Antiphospholipid antibodies are associated with a higher risk for both arterial and venous throm-

bosis (238,239).
b. Severe thrombocytopenia 2
c. Immunosuppressive treatment 2
d. None of the above 2

Rheumatoid arthritis
a. On immunosuppressive therapy 2 Evidence: Limited evidence shows no consistent pattern of improvement or worsening of rheumatoid arthri-

tis with use of oral contraceptives (240–245), progesterone (246), or estrogen (247).b. Not on immunosuppressive therapy 2

Neurologic Conditions
Headaches Initiation ContinuationClarification: Classification depends on accurate diagnosis of those severe headaches that are migrainous 

and those headaches that are not. Any new headaches or marked changes in headaches should be evalu-
ated. Classification is for women without any other risk factors for stroke. Risk for stroke increases with age, 
hypertension and smoking.

a. Non-migrainous (mild or severe) 1 2
b. Migraine Evidence: Among women with migraine, women who also had aura had a higher risk for stroke than did 

those without aura (248–250). Women with a history of migraine who use COCs are about 2–4 times as 
likely to have an ischemic stroke as nonusers with a history of migraine (142,157,179,180,249-254).

Comment: Aura is a specific focal neurologic symptom. For more information about this and other diag-
nostic criteria, see: Headache Classification Subcommittee of the International Headache Society. The 
International Classification of Headache Disorders, 2nd ed. Cephalalgia. 2004;24(Suppl 1). Available http://
www.i-h-s.org/upload/ct_clas/ihc_II_main_no_print.pdf.

 i. Without aura
	 •	 Age	<35	yrs 2 3
	 •	 Age	≥35	yrs 3 4

 ii. With aura, at any age 4 4

Epilepsy§ 1 Clarification: If a woman is taking anticonvulsants, refer to the section on drug interactions. Certain anti-
convulsants lower COC effectiveness. The extent to which P or R use is similar to COC use in this regard 
remains unclear.

http://www.i-h-s.org/upload/ct_clas/ihc_II_main_no_print.pdf
http://www.i-h-s.org/upload/ct_clas/ihc_II_main_no_print.pdf
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TABLE. (Continued) Classifications for combined hormonal contraceptives, including pill, patch, and ring*†

Condition Category Clarifications/Evidence/Comments

Depressive Disorders
Depressive disorders 1 Clarification: The classification is based on data for women with selected depressive disorders. No data on 

bipolar disorder or postpartum depression were available. Drug interactions potentially can occur between 
certain antidepressant medications and hormonal contraceptives.

Evidence: COC use did not increase depressive symptoms in women with depression compared with base-
line or with nonusers with depression (255–264).

Reproductive Tract Infections and Disorders

Vaginal bleeding patterns
a. Irregular pattern without heavy 

bleeding
1 Comment: Irregular menstrual bleeding patterns are common among healthy women.

b. Heavy or prolonged bleeding (in-
cludes regular and irregular patterns)

1 Clarification: Unusually heavy bleeding should raise suspicion of a serious underlying condition.

Evidence: A Cochrane Collaboration Review identified 1 randomized controlled trial evaluating the ef-
fectiveness of COC use compared with naproxen and danazol in treating menorrhagic women. Women with 
menorrhagia did not report worsening of the condition or any adverse events related to COC use (265).

Unexplained vaginal bleeding 
(suspicious for serious condition)
Before evaluation 2 Clarification: If pregnancy or an underlying pathological condition (such as pelvic malignancy) is sus-

pected, it must be evaluated and the category adjusted after evaluation. 

Comment: No conditions that cause vaginal bleeding will be worsened in the short term by use of CHCs.

Endometriosis 1 Evidence: A Cochrane Collaboration Review identified 1 randomized controlled trial evaluating the effec-
tiveness of COC use compared with a gonadotropin-releasing hormone analogue in treating the symptoms 
of endometriosis. Women with endometriosis did not report worsening of the condition or any adverse 
events related to COC use (266).

Benign ovarian tumors (including cysts) 1

Severe dysmenorrhea 1 Evidence: Risk for side effects with COC use was not higher among women with dysmenorrhea than 
among women not using COCs. Some COC users had a reduction in pain and bleeding (267,268).

Gestational trophoblastic disease
a. Decreasing or undetectable β–hCG 

levels
1 Evidence: After molar pregnancy evacuation, the balance of evidence found COC use did not increase 

the risk for postmolar trophoblastic disease, and β-hCG levels regressed more rapidly in some COC users 
than in nonusers (269–275). Limited evidence suggests that use of COCs during chemotherapy does not 
significantly affect the regression or treatment of postmolar trophoblastic disease compared with women 
who used a nonhormonal contraceptive method or DMPA during chemotherapy (276).

b. Persistently elevated β-hCG levels or 
malignant disease§

1

Cervical ectropion 1 Comment: Cervical ectropion is not a risk factor for cervical cancer, and restriction of CHC use is 
unnecessary.

Cervical intraepithelial neoplasia 2 Evidence: Among women with persistent HPV infection, long-term COC use (≥5 years) might increase 
the risk for carcinoma in situ and invasive carcinoma (21,277). Limited evidence on women with low-grade 
squamous intraepithelial lesions found use of the vaginal ring did not worsen the condition (21).

Cervical cancer (awaiting treatment) 2 Comment: Theoretical concern exists that CHC use might affect prognosis of the existing disease. While 
awaiting treatment, women may use CHCs. In general, treatment of this condition can render a woman 
sterile.

Breast Disease
a. Undiagnosed mass 2 Clarification: The woman should be evaluated as early as possible.
b. Benign breast disease 1
c. Family history of cancer 1 Evidence: Women with breast cancer susceptibility genes (such as BRCA1 and BRCA2) have a higher 

baseline risk for breast cancer than do women without these genes. The baseline risk for breast cancer is 
also higher among women with a family history of breast cancer than among those who do not have such 
a history. However, current evidence does not suggest that the increased risk for breast cancer among 
women with either a family history of breast cancer or breast cancer susceptibility genes is modified by the 
use of COCs (278–295).

d. Breast cancer§

Comment: Breast cancer is a hormonally sensitive tumor, and the prognosis for women with current or 
recent breast cancer might worsen with CHC use.

 i. Current 4
 ii. Past and no evidence of current 

disease for 5 yrs
3

Endometrial hyperplasia
1

Endometrial cancer§
1 Comment: COC use reduces the risk for endometrial cancer; whether P or R use reduces the risk for 

endometrial cancer is not known. While awaiting treatment, women may use COCs, P, or R. In general, 
treatment of this condition renders a woman sterile.
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TABLE. (Continued) Classifications for combined hormonal contraceptives, including pill, patch, and ring*†

Condition Category Clarifications/Evidence/Comments

Ovarian cancer§ 1 Comment: COC use reduces the risk for ovarian cancer; whether P or R use reduces the risk for ovarian 
cancer is not known. While awaiting treatment, women may use COCs, P, or R. In general, treatment of this 
condition can render a woman sterile.

Uterine fibroids 1 Comment: COCs do not appear to cause growth of uterine fibroids, and P and R also are not expected to 
cause growth.

Pelvic inflammatory disease (PID)
a. Past PID (assuming no current risk 

factors for STIs)
Comment: COCs might reduce the risk for PID among women with STIs but do not protect against HIV 
or lower genital tract STIs. Whether use of P or R reduces the risk for PID among women with STIs is 
unknown, but they do not protect against HIV or lower genital tract STIs.

 i. With subsequent pregnancy 1
 ii. Without subsequent pregnancy 1

b. Current PID 1

STIs
a. Current purulent cervicitis or chla-

mydial infection or gonorrhea
1

b. Other STIs (excluding HIV and 
hepatitis)

1

c. Vaginitis (including Trichomonas 
vaginalis and bacterial vaginosis)

1

d. Increased risk for STIs 1 Evidence: Evidence suggests that chlamydial cervicitis may be increased among COC users at high risk 
for STIs. For other STIs, there is either evidence of no association between COC use and STI acquisition or 
too limited evidence to draw any conclusions (296–376).

HIV/AIDS

High risk for HIV 1 Evidence: The balance of the evidence suggests no association between oral contraceptive use and HIV 
acquisition, although findings from studies conducted among higher risk populations have been inconsistent 
(377–415).

HIV infection§ 1 Evidence: Most studies suggest no increased risk for HIV disease progression with hormonal contraceptive 
use, as measured by changes in CD4 cell count, viral load, or survival. Studies observing that women with 
HIV who use hormonal contraception have increased risks of acquiring STIs are generally consistent with 
reports among uninfected women. One direct study found no association between hormonal contraceptive 
use and an increased risk for HIV transmission to uninfected partners; several indirect studies reported 
mixed results about whether hormonal contraception is associated with increased risk for HIV-1 DNA or 
RNA shedding from the genital tract (377,416–432).

AIDS§ 1 Clarification: Drug interactions may occur between hormonal contraceptives and ARV therapy; refer to the 
section on drug interactions.

Other Infections

Schistosomiasis
a. Uncomplicated 1 Evidence: Among women with uncomplicated schistosomiasis, COC use had no adverse effects on liver 

function (433–439).
b. Fibrosis of liver§ (if severe, see 

cirrhosis)
1

Tuberculosis§ Clarification: If a woman is taking rifampicin, refer to the section on drug interactions. Rifampicin is likely to 
decrease COC effectiveness. The extent to which P or R use is similar to COC use in this regard remains 
unclear.

a. Nonpelvic 1
b. Pelvic 1

Malaria 1

Endocrine Conditions

Diabetes
a. History of gestational disease 1 Evidence: The development of noninsulin-dependant diabetes in women with a history of gestational 

diabetes is not increased by use of COCs (440–447). Likewise, lipid levels appear to be unaffected by COC 
use (448–450).

b. Nonvascular disease Evidence: Among women with insulin- or noninsulin-dependent diabetes, COC use had limited effect on 
daily insulin requirements and no effect on long-term diabetes control (e.g., glycosylated hemoglobin levels) 
or progression to retinopathy. Changes in lipid profile and hemostatic markers were limited, and most 
changes remained within normal values (451–460).

 i. Noninsulin-dependent 2
 ii. Insulin-dependent§ 2

c. Nephropathy/retinopathy/ 
neuropathy§

3/4 Clarification: The category should be assessed according to the severity of the condition.

d. Other vascular disease or diabetes of 
>20 yrs’ duration§

3/4 Clarification: The category should be assessed according to the severity of the condition.
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TABLE. (Continued) Classifications for combined hormonal contraceptives, including pill, patch, and ring*†

Condition Category Clarifications/Evidence/Comments

Thyroid disorders
a. Simple goiter 1
b. Hyperthyroid 1
c. Hypothyroid 1

Gastrointestinal Conditions

Inflammatory bowel disease (IBD) 
(ulcerative colitis, Crohn disease)

2/3 Clarification: For women with mild IBD and no other risk factor for VTE, the benefits of COC/P/R use 
generally outweigh the risks (Category 2). However, for women with IBD who are at increased risk for VTE 
(e.g., those with active or extensive disease, surgery, immobilization, corticosteroid use, vitamin deficien-
cies, or fluid depletion), the risks of COC/P/R use generally outweigh the benefits (Category 3).

Evidence: Risk for disease relapse was not significantly higher among women with IBD using oral contra-
ceptives (most studies did not specify formulation) than among nonusers (461–465).

Absorption of COCs among women with mild ulcerative colitis and no or small ileal resections was similar to 
the absorption among healthy women (466,467). Findings might not apply to women with Crohn disease or 
more extensive bowel resections.

No data exist that evaluate the increased risk for VTE among women with IBD using COCs/P/R. However, 
women with IBD are at higher risk than unaffected women for VTE (468).

Gallbladder disease
a. Symptomatic Comment: COCs, P, or R might cause a small increased risk for gallbladder disease. COCs, P, or R might 

worsen existing gallbladder disease. i. Treated by cholecystectomy 2
 ii. Medically treated 3
 iii. Current 3

b. Asymptomatic 2

History of cholestasis
a. Pregnancy-related 2 Comment: History of pregnancy-related cholestasis might predict an increased risk for COC-related 

cholestasis.
b. Past COC-related 3 Comment: History of COC-related cholestasis predicts an increased risk with subsequent COC use.

Viral hepatitis Initiation Continuation
a. Acute or flare 3/4 2 Clarification for initiation: The category should be assessed according to the severity of the condition.

Evidence: Data suggest that in women with chronic hepatitis, COC use does not increase the rate or sever-
ity of cirrhotic fibrosis, nor does it increase the risk for hepatocellular carcinoma (469,470). For women who 
are carriers, COC use does not appear to trigger liver failure or severe dysfunction (471-473). Evidence is 
limited for COC use during active hepatitis (474).

b. Carrier 1 1
c. Chronic 1 1

Cirrhosis
a. Mild (compensated) 1
b. Severe§ (decompensated) 4

Liver tumors
a. Benign Evidence: Limited direct evidence suggests that hormonal contraceptive use does not influence either 

progression or regression of liver lesions among women with focal nodular hyperplasia (475,476). i. Focal nodular hyperplasia 2
 ii. Hepatocellular adenoma§ 4

b. Malignant§ (hepatoma) 4

Anemias

Thalassemia 1 Comment: Anecdotal evidence from countries where thalassemia is prevalent indicates that COC use does 
not worsen the condition.

Sickle cell disease§ 2

Iron deficiency anemia 1 Comment: CHC use may decrease menstrual blood loss.

Solid Organ Transplantation

Solid organ transplantation§

a. Complicated: graft failure (acute or 
chronic), rejection, cardiac allograft 
vasculopathy

4 Evidence: Limited evidence of COC and P users indicated no overall changes in biochemical measures. 
However, one study reported discontinuations of COC use in 2 (8%) of 26 women as a result of serious 
medical complications, and in one case report, a woman developed cholestasis associated with high-dose 
COC use (477–480).

b. Uncomplicated 2 Clarification: Women with Budd-Chiari syndrome should not use COC/P/R because of the increased risk 
for thrombosis.

Evidence: Limited evidence of COC and P users indicated no overall changes in biochemical measures. 
However, one study reported discontinuations of COC use in 2 (8%) of 26 women as a result of serious 
medical complications, and in one case report, a woman developed cholestasis associated with high-dose 
COC use (477–480).
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TABLE. (Continued) Classifications for combined hormonal contraceptives, including pill, patch, and ring*†

Condition Category Clarifications/Evidence/Comments

Drug Interactions

Antiretroviral (ARV) therapy Clarification: ARV drugs have the potential to either decrease or increase the bioavailability of steroid 
hormones in hormonal contraceptives. Limited data (summarized in Appendix M) suggest potential drug 
interactions between many ARV drugs (particularly some non-NNRTIs and ritonavir-boosted protease 
inhibitors) and hormonal contraceptives. These interactions might alter the safety and effectiveness of both 
the hormonal contraceptive and the ARV drug. Thus, if a woman on ARV treatment decides to initiate or 
continue hormonal contraceptive use, the consistent use of condoms is recommended to both prevent HIV 
transmission and compensate for any possible reduction in the effectiveness of the hormonal contraceptive. 
When a COC is chosen, a preparation containing a minimum of 30 µg EE should be used.

a. Nucleoside reverse transcriptase 
inhibitors (NRTIs) 

1

b. Non-nucleoside reverse tran-
scriptase inhibitors (NNRTIs)

2

c. Ritonavir-boosted protease inhibitors 3

Anticonvulsant therapy Clarification: Although the interaction of certain anticonvulsants with COCs, P, or R is not harmful to 
women, it is likely to reduce the effectiveness of COCs, P, or R. Use of other contraceptives should be en-
couraged for women who are long-term users of any of these drugs. When a COC is chosen, a preparation 
containing a minimum of 30 µg EE should be used.

Evidence: Use of certain anticonvulsants might decrease the effectiveness of COCs (481–484).

a. Certain anticonvulsants (phenytoin, 
carbamazepine, barbiturates, primi-
done, topiramate, oxcarbazepine) 

3

b. Lamotrigine 3 Clarification: The recommendation for lamotrigine applies only for situations where lamotrigine mono-
therapy is taken concurrently with COCs. Anticonvulsant treatment regimens that combine lamotrigine and 
nonenzyme-inducing antiepileptic drugs (such as sodium valproate) do not interact with COCs. 

Evidence: Pharmacokinetic studies show levels of lamotrigine decrease significantly during COC use 
(485–489). Some women who used both COCs and lamotrigine experienced increased seizure activity in 
one trial (485).

Antimicrobial therapy

a. Broad-spectrum antibiotics 1 Evidence: Most broad-spectrum antibiotics do not affect the contraceptive effectiveness of COCs(490–
526), P (527) or R (528).

b. Antifungals 1 Evidence: Studies of antifungal agents have shown no clinically significant pharmacokinetic interactions 
with COCs (529–538) or R (539).

c. Antiparasitics 1 Evidence: Studies of antiparasitic agents have shown no clinically significant pharmacokinetic interactions 
with COCs (433,540–544).

d. Rifampicin or rifabutin therapy 3 Clarification: Although the interaction of rifampicin or rifabutin therapy with COCs, P, or R is not harmful 
to women, it is likely to reduce the effectiveness of COCs, P, or R. Use of other contraceptives should be 
encouraged for women who are long-term users of either of these drugs. When a COC is chosen, a prepa-
ration containing a minimum of 30 µg EE should be used.

Evidence: The balance of the evidence suggests that rifampicin reduces the effectiveness of COCs 
(545–560). Data on rifabutin are limited, but effects on metabolism of COCs are less than with rifampicin, 
and small studies have not shown evidence of ovulation (547,554).

* Abbreviations: STI = sexually transmitted infection; HIV = human immunodeficiency virus; COC = combined oral contraceptive; P = patch; R = ring; EE = ethinyl estradiol; 
BMD = bone mineral density; CHC = combined hormonal contraceptive; IUD = intrauterine device; VTE = venous thromboembolism; BMI = body mass index; DVT = deep 
venous thrombosis; PE = pulmonary embolism; SLE = systemic lupus erythematosus; MEC = Medical Eligibility Criteria; hCG = human chorionic gonadotropin; DMPA = depot 
medroxyprogesterone acetate; HPV = human papillomavirus; PID = pelvic inflammatory disease; AIDS = acquired immunodeficiency syndrome; ARV = antiretroviral; IBD = 
inflammatory bowel disease; NRTI = nucleoside reverse transcriptase inhibitor; NNRTI = non-nucleoside reverse transcriptase inhibitor. 

† COCs/P/R do not protect against STI/HIV. If risk for STI/HIV (including during pregnancy or postpartum) exists, the correct and consistent use of condoms is recommended, 
either alone or with another contraceptive method. Consistent and correct use of the male latex condom reduces the risk for STI/HIV transmission.

§ Condition that exposes a woman to increased risk as a result of unintended pregnancy.
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Appendix C
 Classifications for Progestin-Only Contraceptives 

Classifications for progestin-only contraceptives (POCs)
include those for progestin-only pills, depot medroxyproges-
terone acetate, and progestin-only implants (Box). POCs do 

BOX. Categories for Classifying Progestin-Only Contraceptives

1 = A condition for which there is no restriction for the use of the contraceptive method.
2 = A condition for which the advantages of using the method generally outweigh the theoretical or proven risks.
3 = A condition for which the theoretical or proven risks usually outweigh the advantages of using the method.
4 = A condition that represents an unacceptable health risk if the contraceptive method is used.

TABLE. Classifications for progestin-only contraceptives, including progestin-only pills, DMPA, and implants*†

Condition

Category

Clarifications/Evidence/CommentsPOP DMPA Implants

Personal Characteristics and Reproductive History

Pregnancy Not applicable Not applicable Not applicable Clarification: Use of POCs is not required. There is no 
known harm to the woman, the course of her pregnancy, or 
the fetus if POCs are inadvertently used during pregnancy. 
However, the relation between DMPA use during pregnancy 
and its effects on the fetus remains unclear.

Age
a. Menarche to <18 yrs 1 2 1 Evidence: Most studies have found that women lose 

BMD while using DMPA but regain BMD after discontinu-
ing DMPA. It is not known whether DMPA use among 
adolescents affects peak bone mass levels or whether adult 
women with long duration of DMPA use can regain BMD 
to baseline levels before entering menopause. The relation 
between DMPA-associated changes in BMD during the re-
productive years and future fracture risk is unknown (1–41). 
Studies find no effect or have inconsistent results about the 
effects of POCs other than DMPA on BMD (42–54).

b. 18–45 yrs 1 1 1
c. >45 yrs 1 2 1

Parity
a. Nulliparous 1 1 1
b. Parous 1 1 1

Breastfeeding Clarification: The U.S. Department of Health and Human 
Services recommends that infants be exclusively breastfed 
during the first 4–6 months of life, preferably for a full 6 
months. Ideally, breastfeeding should continue through the 
first year of life (55).

Evidence: Despite anecdotal clinical reports that POCs 
might diminish milk production, direct evidence from avail-
able clinical studies demonstrates no significant negative 
effect of POCs on breastfeeding performance (56–90) or on 
the health of the infant (66,70,72,76–81,91–93). In general, 
these studies are of poor quality, lack standard definitions of 
breastfeeding or outcome measures, and have not included 
premature or ill infants. Theoretical concerns about effects 
of progestin exposure on the developing, neonatal brain 
are based on studies of progesterone effects in animals; 
whether similar effects occur after progestin exposure in 
human neonates is not known.

a. <1 mo postpartum 2 2 2
b. 1 mo to <6 mos postpartum 1 1 1
c. ≥6 mos postpartum 1 1 1

not protect against sexually transmitted infections (STIs) or 
human immunodeficiency virus (HIV).
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TABLE. (Continued) Classifications for progestin-only contraceptives,*† including progestin-only pills, DMPA, and implants

Condition

Category

Clarifications/Evidence/CommentsPOP DMPA Implants

Postpartum (in nonbreastfeeding 
women)
a. <21 days 1 1 1
b. ≥21 days 1 1 1

Postabortion Clarification: POCs may be started immediately 
postabortion.

Evidence: Limited evidence suggests that there are no 
adverse side effects when implants (Norplant) or progestin-
only injectables (NET-EN) are initiated after first trimester 
abortion (94–97).

a. First trimester 1 1 1
b. Second trimester 1 1 1
c. Immediate postseptic abortion 1 1 1

Past ectopic pregnancy 2 1 1 Comments: POP users have a higher absolute rate of 
ectopic pregnancy than do users of other POCs but still less 
than using no method.

History of pelvic surgery 1 1 1

Smoking
a. Age <35 yrs 1 1 1
b. Age ≥35 yrs

 i. <15 Cigarettes/day 1 1 1
 ii. ≥15 Cigarettes/day 1 1 1

Obesity
a. ≥30 kg/m2 BMI 1 1 1
b. Menarche to <18 yrs and 

≥30 kg/m2 BMI
1 2 1 Evidence: Obese adolescents who used DMPA were 

more likely than obese nonusers, obese COC users, and 
nonobese DMPA users to gain weight. These associations 
were not observed among adult women. One small study 
did not observe increases in weight gain among adolescent 
Norplant users by any category of baseline weight (98–105).

History of bariatric surgery§

a. Restrictive procedures: decrease 
storage capacity of the stomach 
(vertical banded gastroplasty, 
laparoscopic adjustable gastric 
band, laparoscopic sleeve 
gastrectomy)

1 1 1 Evidence: Limited evidence demonstrated no substantial 
decrease in effectiveness of oral contraceptives among 
women who underwent laparoscopic placement of an 
adjustable gastric band (106).

b. Malabsorptive procedures: 
decrease absorption of nutrients 
and calories by shortening the 
functional length of the small 
intestine (Roux-en-Y gastric 
bypass, biliopancreatic diversion)

3 1 1 Evidence: Limited evidence demonstrated no substantial 
decrease in effectiveness of oral contraceptives among 
women who underwent a biliopancreatic diversion (107); 
however, evidence from pharmacokinetic studies suggested 
conflicting results of oral contraceptive effectiveness among 
women who underwent a jejunoileal bypass (108,109).

Comment: Bariatric surgical procedures involving a mal-
absorptive component have the potential to decrease oral 
contraceptive effectiveness, perhaps further decreased by 
postoperative complications, such as long-term diarrhea 
and/or vomiting.

Cardiovascular Disease

Multiple risk factors for arterial 
cardiovascular disease (such as 
older age, smoking, diabetes, and 
hypertension)

2 3 2 Clarification: When multiple major risk factors exist, risk for 
cardiovascular disease might increase substantially. Some 
POCs might increase the risk for thrombosis, although this 
increase is substantially less than with COCs. The effects of 
DMPA might persist for some time after discontinuation.

Hypertension
For all categories of hypertension, classifications are based on the assumption that no other risk factors exist for cardiovascular disease. When multiple risk factors do exist, 
risk for cardiovascular disease might increase substantially. A single reading of blood pressure level is not sufficient to classify a woman as hypertensive.

a. Adequately controlled 
hypertension 

1 2 1 Clarification: Women adequately treated for hypertension 
are at lower risk for acute myocardial infarction and stroke 
than are untreated women. Although no data exist, POC us-
ers with adequately controlled and monitored hypertension 
should be at lower risk for acute myocardial infarction and 
stroke than are untreated hypertensive POC users.
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Condition

Category

Clarifications/Evidence/CommentsPOP DMPA Implants

b. Elevated blood pressure levels 
(properly taken measurements)
 i. Systolic 140–159 mm Hg or 

diastolic 90–99 mm Hg
1 2 1 Evidence: Limited evidence suggests that among women 

with hypertension, those who used POPs or progestin-only 
injectables had a small increased risk for cardiovascular 
events than did women who did not use these methods 
(110).

 ii. Systolic ≥160 mm Hg or 
diastolic ≥100 mm Hg§

2 3 2

c. Vascular disease 2 3 2 Comment: Concern exists about hypo-estrogenic effects 
and reduced HDL levels, particularly among users of DMPA. 
However, there is little concern about these effects with re-
gard to POPs. The effects of DMPA might persist for some 
time after discontinuation

History of high blood pressure dur-
ing pregnancy (where current blood 
pressure is measurable and normal)

1 1 1

Deep venous thrombosis (DVT)/ 
Pulmonary embolism (PE)
a. History of DVT/PE, not on antico-

agulant therapy
 i. Higher risk for recurrent DVT/

PE (≥1 risk factors)
	 •	 History	of	estrogen-associ-

ated DVT/PE

	 •	 Pregnancy-associated	
DVT/PE

	 •	 Idiopathic	DVT/PE

	 •	 Known	thrombophilia,	
including antiphospholipid 
syndrome

	 •	 Active	cancer	(metastatic,	
on therapy, or within 6 mos 
after clinical remission), 
excluding non-melanoma 
skin cancer

	 •	 History	of	recurrent	DVT/PE

2 2 2

 ii Lower risk for recurrent DVT/
PE (no risk factors)

2 2 2

b. Acute DVT/PE 2 2 2 Evidence: No direct evidence exists on use of POCs 
among women with acute DVT/PE. Although findings on the 
risk for venous thrombosis with use of POCs in otherwise 
healthy women is inconsistent, any small increased risk is 
substantially less than that with COCs (110–112).

c. DVT/PE and established on 
anticoagulant therapy for at least 
3 mos

Evidence: No direct evidence exists on use of POCs 
among women with DVT/PE on anticoagulant therapy. 
Although findings on the risk for venous thrombosis with 
use of POCs are inconsistent in otherwise healthy women, 
any small increased risk is substantially less than that with 
COCs (110–112).

Limited evidence indicates that intramuscular injections of 
DMPA in women on chronic anticoagulation therapy does 
not pose a significant risk for hematoma at the injection site 
or increase the risk for heavy or irregular vaginal bleeding 
(113).

 i. Higher risk for recurrent DVT/
PE (≥1 risk factors)
	 •	 Known	thrombophilia,	

including antiphospholipid 
syndrome

	 •	 Active	cancer	(metastatic,	
on therapy, or within 6 mos 
after clinical remission), 
excluding non-melanoma 
skin cancer

	 •	 History	of	recurrent	DVT/PE

2 2 2

 ii. Lower risk for recurrent DVT/
PE (no risk factors)

2 2 2

d. Family history 
(first-degree relatives)

1 1 1

e. Major surgery
 i. With prolonged immobilization 2 2 2
 ii. Without prolonged 

immobilization
1 1 1

f. Minor surgery without 
immobilization

1 1 1
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Known thrombogenic mutations§ 
(e.g., factor V Leiden; prothrombin 
mutation; protein S, protein C, and 
antithrombin deficiencies)

2 2 2 Clarification: Routine screening is not appropriate because 
of the rarity of the conditions and the high cost of screening.

Superficial venous thrombosis
a. Varicose veins 1 1 1
b. Superficial thrombophlebitis 1 1 1  

Current and history of ischemic 
heart disease§ 

Initiation Continuation Initiation Continuation Comment: Concern exists about hypo-estrogenic effects 
and reduced HDL levels, particularly among users of DMPA. 
However, there is little concern about these effects with re-
gard to POPs. The effects of DMPA might persist for some 
time after discontinuation.

2 3 3 2 3

Stroke§ (history of cerebrovascular 
accident)

Initiation Continuation Initiation Continuation Comment: Concern exists about hypo-estrogenic effects 
and reduced HDL levels, particularly among users of DMPA. 
However, there is little concern about these effects with 
regard to POPs. The effects of DMPA may persist for some 
time after discontinuation.

2 3 3 2 3

Known hyperlipidemias 2 2 2 Clarification: Routine screening is not appropriate because 
of the rarity of the conditions and the high cost of screening. 
Some types of hyperlipidemias are risk factors for vascular 
disease.

Valvular heart disease
a. Uncomplicated 1 1 1
b. Complicated§ (pulmonary hyper-

tension, risk for atrial fibrillation, 
history of subacute bacterial 
endocarditis)

1 1 1

Peripartum cardiomyopathy§

a. Normal or mildly impaired 
cardiac function (New York Heart 
Association Functional Class I or 
II: patients with no limitation of ac-
tivities or patients with slight, mild 
limitation of activity) (114)

Evidence: No direct evidence exists on the safety of POCs 
among women with peripartum cardiomyopathy. Limited in-
direct evidence from noncomparative studies of women with 
cardiac disease demonstrated few cases of hypertension, 
thromoboembolism, and heart failure in women with cardiac 
disease using POPs and DMPA (115,116).

Comment: Progestin-only implants might induce cardiac 
arrhythmias in healthy women; women with peripartum car-
diomyopathy have a high incidence of cardiac arrhythmias.

 i. <6 mos 1 1 1
 ii. ≥6 mos 1 1 1

b. Moderately or severely impaired 
cardiac function (New York Heart 
Association Functional Class III or 
IV: patients with marked limitation 
of activity or patients who should 
be at complete rest) (114)

2 2 2 Evidence: No direct evidence exists on the safety of POCs 
among women with peripartum cardiomyopathy. Limited in-
direct evidence from noncomparative studies of women with 
cardiac disease demonstrated few cases of hypertension, 
thromoboembolism, and heart failure in women with cardiac 
disease using POPs and DMPA (115,116).

Comment: Progestin-only implants might induce cardiac 
arrhythmias in healthy women; women with peripartum car-
diomyopathy have a high incidence of cardiac arrhythmias.



38 MMWR June 18, 2010

TABLE. (Continued) Classifications for progestin-only contraceptives,*† including progestin-only pills, DMPA, and implants

Condition
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Rheumatic Diseases

Systemic lupus erythematosus (SLE)§

Persons with SLE are at increased risk for ischemic heart disease, stroke, and VTE. Categories assigned to such conditions in the MEC should be the same for women with 
SLE who present with these conditions. For all categories of SLE, classifications are based on the assumption that no other risk factors for cardiovascular disease are present; 
these classifications must be modified in the presence of such risk factors.

Many women with SLE can be considered good candidates for most contraceptive methods, including hormonal contraceptives (117–135).

a. Positive (or unknown) antiphos-
pholipid antibodies

Initiation Continuation Evidence: Antiphospholipid antibodies are associated 
with a higher risk for both arterial and venous thrombosis 
(136,137).

3 3 3 3

b. Severe thrombocytopenia 2 3 2 2 Comment: Severe thrombocytopenia increases the risk for 
bleeding. POCs might be useful in treating menorrhagia in 
women with severe thrombocytopenia. However, given the 
increased or erratic bleeding that may be seen on initiation 
of DMPA and its irreversibility for 11–13 weeks after ad-
ministration, initiation of this method in women with severe 
thrombocytopenia should be done with caution.

c. Immunosuppressive treatment 2 2 2 2
d. None of the above 2 2 2 2

Rheumatoid arthritis
a. On immunosuppressive therapy 1 2/3 1 Clarification: DMPA use among women on long-term 

corticosteroid therapy with a history of, or with risk factors 
for, nontraumatic fractures is classified as Category 3. 
Otherwise, DMPA use for women with rheumatoid arthritis is 
classified as Category 2.

Evidence: Limited evidence shows no consistent pattern of 
improvement or worsening of rheumatoid arthritis with use 
of oral contraceptives (138–143), progesterone (144), or 
estrogen (145).

b. Not on immunosuppressive 
therapy

1 2 1

Neurologic Conditions

Headaches Initiation Continuation Initiation Continuation Initiation Continuation Clarification: Classification depends on accurate diagnosis 
of severe headaches that are migrainous and headaches 
that are not. Any new headaches or marked changes in 
headaches should be evaluated. Classification is for women 
without any other risk factors for stroke. Risk for stroke 
increases with age, hypertension, and smoking.

Comment: Aura is a specific focal neurologic symptom. 
For more information about this and other diagnostic 
criteria, see: Headache Classification Subcommittee of the 
International Headache Society. The international classifica-
tion of headache disorders. 2nd Ed. Cephalalgia. 2004;24 
(Suppl 1):1–150. http://www.i-h-s.org/upload/ct_clas/ihc_II_
main_no_print.pdf.

Concern exists that severe headaches might increase 
with use of DMPA and implants. The effects of DMPA may 
persist for some time after discontinuation. 

a. Non-migrainous 
(mild or severe)

1 1 1 1 1 1

b. Migraine
 i. Without aura

•	Age <35 yrs 1 2 2 2 2 2
•	Age ≥35 yrs 1 2 2 2 2 2

 ii. With aura, at any age 2 3 2 3 2 3

Epilepsy§ 1 1 1 Clarification: If a woman is taking anticonvulsants, refer 
to the section on drug interactions. Certain anticonvulsants 
lower POC effectiveness. 

Depressive Disorders

Depressive disorders 1 1 1 Clarification: The classification is based on data for women 
with selected depressive disorders. No data on bipolar dis-
order or postpartum depression were available. A potential 
exists for drug interactions between certain antidepressant 
medications and hormonal contraceptives. 

Evidence: POC use did not increase depressive symp-
toms in women with depression compared with baseline 
(146–149).

http://www.i-h-s.org/upload/ct_clas/ihc_II_main_no_print.pdf
http://www.i-h-s.org/upload/ct_clas/ihc_II_main_no_print.pdf


Vol. 59 / RR-4 Recommendations and Reports 39

TABLE. (Continued) Classifications for progestin-only contraceptives,*† including progestin-only pills, DMPA, and implants
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Reproductive Tract Infections and Disorders

Vaginal bleeding patterns
a. Irregular pattern without heavy 

bleeding
2 2 2 Comment: Irregular menstrual bleeding patterns are com-

mon among healthy women. POC use frequently induces an 
irregular bleeding pattern. Implant use might induce irregular 
bleeding patterns, especially during the first 3–6 months, but 
these patterns may persist longer.

b. Heavy or prolonged bleeding 
(includes regular and irregular 
patterns)

2 2 2 Clarification: Unusually heavy bleeding should raise the 
suspicion of a serious underlying condition.

Unexplained vaginal bleeding 
(suspicious for serious condition)

Clarification: If pregnancy or an underlying pathological 
condition (such as pelvic malignancy) is suspected, it must 
be evaluated and the category adjusted after evaluation.

Comment: POCs might cause irregular bleeding patterns, 
which might mask symptoms of underlying pathology. 
The effects of DMPA might persist for some time after 
discontinuation.

Before evaluation 2 3 3

Endometriosis 1 1 1

Benign ovarian tumors 
(including cysts)

1 1 1

Severe dysmenorrhea 1 1 1

Gestational trophoblastic disease
a. Decreasing or undetectable 

β–hCG levels
1 1 1

b. Persistently elevated β-hCG 
levels or malignant disease§

1 1 1

Cervical ectropion 1 1 1

Cervical intraepithelial neoplasia 1 2 2 Evidence: Among women with persistent HPV infection, 
long-term DMPA use (≥5 years) might increase the risk for 
carcinoma in situ and invasive carcinoma (150).

Cervical cancer (awaiting treatment) 1 2 2 Comment: Theoretical concern exists that POC use might 
affect prognosis of the existing disease. While awaiting 
treatment, women may use POCs. In general, treatment of 
this condition can render a woman sterile.

Breast disease
a. Undiagnosed mass 2 2 2 Clarification: Evaluation should be pursued as early as 

possible.
b. Benign breast disease 1 1 1
c. Family history of cancer 1 1 1
d. Breast cancer§

 i. Current 4 4 4 Comment: Breast cancer is a hormonally sensitive tumor, 
and the prognosis for women with current or recent breast 
cancer might worsen with POC use.

 ii. Past and no evidence of 
current disease for 5 years

3 3 3

Endometrial hyperplasia 1 1 1

Endometrial cancer§ 1 1 1 Comment: While awaiting treatment, women may use 
POCs. In general, treatment of this condition renders a 
woman sterile.

Ovarian cancer§ 1 1 1 Comment: While awaiting treatment, women may use 
POCs. In general, treatment of this condition can render a 
woman sterile.

Uterine fibroids 1 1 1 Comment: POCs do not appear to cause growth of uterine 
fibroids.
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Pelvic inflammatory disease (PID)
a. Past PID (assuming no current 

risk factors for STIs)
Comment: Whether POCs, like COCs, reduce the risk for 
PID among women with STIs is unknown, but they do not 
protect against HIV or lower genital tract STI.

  i. With subsequent pregnancy 1 1 1
  ii. Without subsequent 

pregnancy
1 1 1

b. Current PID 1 1 1

STIs
a. Current purulent cervicitis or 

chlamydial infection or gonorrhea
1 1 1

b. Other STIs (excluding HIV and 
hepatitis)

1 1 1

c. Vaginitis (including Trichomonas 
vaginalis and bacterial vaginosis)

1 1 1

d. Increased risk for STIs 1 1 1 Evidence: Evidence suggests a possible increased risk 
for chlamydial cervicitis among DMPA users at high risk for 
STIs. For other STIs, either evidence exists of no associa-
tion between DMPA use and STI acquisition or evidence is 
too limited to draw any conclusions. No evidence is avail-
able about other POCs (151–158)

HIV/AIDS

High risk for HIV 1 1 1 Evidence: The balance of the evidence suggests no as-
sociation between POC use and HIV acquisition, although 
findings from studies of DMPA use conducted among higher 
risk populations have been inconsistent (159–183).

HIV infection§ 1 1 1 Evidence: Most studies suggest no increased risk for HIV 
disease progression with hormonal contraceptive use, 
as measured by changes in CD4 cell count, viral load, or 
survival. Studies observing that women with HIV who use 
hormonal contraception have increased risks for STIs are 
generally consistent with reports among uninfected women. 
One direct study found no association between hormonal 
contraceptive use and increased risk for HIV transmission to 
uninfected partners; several indirect studies reported mixed 
results about whether hormonal contraception is associated 
with increased risk for HIV-1 DNA or RNA shedding from the 
genital tract (171,184–200).

AIDS§ 1 1 1 Clarification: Drug interactions might exist between 
hormonal contraceptives and ARV drugs; refer to the 
section on drug interactions.

Other Infections

Schistosomiasis
a. Uncomplicated 1 1 1 Evidence: Among women with uncomplicated schistoso-

miasis, limited evidence showed that DMPA use had no 
adverse effects on liver function (201).

b. Fibrosis of liver§ 
(if severe, see cirrhosis)

1 1 1

Tuberculosis§ Clarification: If a woman is taking rifampicin, refer to the 
section on drug interactions. Rifampicin is likely to decrease 
the effectiveness of some POCs.

a. Nonpelvic 1 1 1

b. Pelvic 1 1 1

Malaria 1 1 1
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Endocrine Conditions

Diabetes
a. History of gestational disease 1 1 1 Evidence: POCs had no adverse effects on serum lipid 

levels in women with a history of gestational diabetes in 2 
small studies. (202,203) Limited evidence is inconsistent 
about the development of noninsulin-dependant diabetes 
among users of POCs with a history of gestational diabetes 
(204–207).

b. Nonvascular disease
 i. Noninsulin-dependent 2 2 2 Evidence: Among women with insulin- or noninsulin-de-

pendent diabetes, limited evidence on use of POCs (POPs, 
DMPA, LNG implant) suggests that these methods have 
little effect on short-term or long-term diabetes control (e.g., 
glycosylated hemoglobin levels), hemostatic markers, or 
lipid profile (208–211).

 ii. Insulin-dependent§ 2 2 2

c. Nephropathy/retinopathy/ 
neuropathy§

2 3 2 Comment: Concern exists about hypo-estrogenic effects 
and reduced HDL levels, particularly among users of DMPA. 
The effects of DMPA might persist for some time after 
discontinuation. Some POCs might increase the risk for 
thrombosis, although this increase is substantially less than 
with COCs.

d. Other vascular disease or 
diabetes of >20 yrs’ duration§

2 3 2 Comment: Concern exists about hypo-estrogenic effects 
and reduced HDL levels, particularly among users of DMPA. 
The effects of DMPA might persist for some time after 
discontinuation. Some POCs might increase the risk for 
thrombosis, although this increase is substantially less than 
with COCs.

Thyroid disorders
a. Simple goiter 1 1 1
b. Hyperthyroid 1 1 1
c. Hypothyroid 1 1 1

Gastrointestinal Conditions

Inflammatory bowel disease (IBD) 
(ulcerative colitis, Crohn disease)

2 2 1 Evidence: Risk for disease relapse among women with 
IBD using oral contraceptives (most studies did not specify 
formulation) did not increase significantly from that for 
nonusers (212–216).

Comment: Absorption of POPs among women with IBD 
might be reduced if the woman has substantial malabsorp-
tion caused by severe disease or small bowel surgery. 

Women with IBD have a higher prevalence than the general 
population of osteoporosis and osteopenia. Use of DMPA, 
which has been associated with small changes in BMD, 
might be of concern.

Gallbladder disease
a. Symptomatic

 i. Treated by cholecystectomy 2 2 2
 ii. Medically treated 2 2 2
 iii. Current 2 2 2

b. Asymptomatic 2 2 2

History of cholestasis
a. Pregnancy-related 1 1 1
b. Past COC–related 2 2 2 Comment: Theoretically, a history of COC-related cholesta-

sis might predict subsequent cholestasis with POC use. 
However, this has not been documented.

Viral hepatitis
a. Acute or flare 1 1 1
b. Carrier 1 1 1
c. Chronic 1 1 1
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Cirrhosis
a. Mild (compensated) 1 1 1
b. Severe§ (decompensated) 3 3 3

Liver tumors
a. Benign Evidence: Limited direct evidence suggests that hormonal 

contraceptive use does not influence either progression or 
regression of liver lesions among women with focal nodular 
hyperplasia (217,218).

Comment: No evidence is available about hormonal con-
traceptive use among women with hepatocellular adenoma. 
COC use in healthy women is associated with development 
and growth of hepatocellular adenoma; whether other hor-
monal contraceptives have similar effects is not known.

 i. Focal nodular hyperplasia 2 2 2
 ii. Hepatocellular adenoma§ 3 3 3

b. Malignant§ (hepatoma) 3 3 3

Anemias

Thalassemia 1 1 1

Sickle cell disease§ 1 1 1 Evidence: Among women with sickle cell disease, POC use 
did not have adverse effects on hematologic parameters 
and, in some studies, was beneficial with respect to clinical 
symptoms (219–226).

Iron deficiency anemia 1 1 1 Comment: Changes in the menstrual pattern associated 
with POC use have little effect on hemoglobin levels.

Solid Organ Transplantation

Solid organ transplantaton§

a. Complicated: graft failure (acute 
or chronic), rejection, cardiac 
allograft vasculopathy

2 2 2

b. Uncomplicated 2 2 2

Drug Interactions

Antiretroviral (ARV) therapy Clarification: ARV drugs have the potential to either 
decrease or increase the bioavailability of steroid hormones 
in hormonal contraceptives. Limited data (Appendix M) sug-
gest potential drug interactions between many ARV drugs 
(particularly some NNRTIs and ritonavir-boosted protease 
inhibitors) and hormonal contraceptives. These interactions 
may alter the safety and effectiveness of both the hormonal 
contraceptive and the ARV drug. Thus, if a woman on ARV 
treatment decides to initiate or continue hormonal contra-
ceptive use, the consistent use of condoms is recommend-
ed to both prevent HIV transmission and compensate for 
any possible reduction in the effectiveness of the hormonal 
contraceptive.

a. Nucleoside reverse transcriptase 
inhibitors (NRTIs)

1 1 1

b. Non-nucleoside reverse tran-
scriptase inhibitors (NNRTIs)

2 1 2

c. Ritonavir-boosted protease 
inhibitors

3 1 2

Anticonvulsant therapy
a. Certain anticonvulsants (pheny-

toin, carbamazepine, barbitu-
rates, primidone, topiramate, 
oxcarbazepine)

3 1 2 Clarification: Although the interaction of certain anticon-
vulsants with POPs and ETG implants is not harmful to 
women, it is likely to reduce the effectiveness of POPs and 
ETG implants. Whether increasing the hormone dose of 
POPs alleviates this concern remains unclear. Use of other 
contraceptives should be encouraged for women who are 
long-term users of any of these drugs. Use of DMPA is a 
Category 1 because its effectiveness is not decreased by 
use of certain anticonvulsants.

Evidence: Use of certain anticonvulsants may decrease the 
effectiveness of POCs (227–229)

b. Lamotrigine 1 1 1 Evidence: No drug interactions have been reported among 
epileptic women taking lamotrigine and using POCs (230)
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Antimicrobial therapy
a. Broad-spectrum antibiotics 1 1 1
b. Antifungals 1 1 1
c. Antiparasitics 1 1 1
d. Rifampicin or rifabutin therapy 3 1 2 Clarification: Although the interaction of rifampicin or rifab-

utin with POPs and ETG implants is not harmful to women, 
it is likely to reduce the effectiveness of POPs and ETG 
implants. Use of other contraceptives should be encouraged 
for women who are long-term users of any of these drugs. 
Use of DMPA is a Category 1 because its effectiveness is 
not decreased by use of rifampicin or rifabutin. Whether in-
creasing the hormone dose of POPs alleviates this concern 
remains unclear.

* Abbreviations: STI = sexually transmitted infection; HIV = human immunodeficiency virus; POC = progestin-only contraceptive; DMPA = depot medroxyprogesterone acetate; 
BMD = bone mineral density; NET-EN = norethisterone enantate; BMI = body mass index; COC = combined oral contraceptive; HDL = high-density lipoprotein; POP = progestin-
only pill; DVT = deep venous thrombosis; PE = pulmonary embolism; SLE = systemic lupus erythematosus; VTE = venous thromboembolism; MEC = Medical Eligibility Criteria; 
hCG = human chorionic gonadotropin; HPV = human papillomavirus; PID = pelvic inflammatory disease; AIDS = acquired immunodeficiency syndrome; IBD = inflammatory 
bowel disease; ARV = antiretroviral; LNG = levonorgestrel; NRTI = nucleoside reverse transcriptase inhibitor; NNRTI = non-nucleoside reverse transcriptase inhibitor; ETG = 
etonogestrel.

† POCs do not protect against STI/HIV. If risk exists for STI/HIV (including during pregnancy or postpartum), the correct and consistent use of condoms is recommended, either 
alone or with another contraceptive method. Consistent and correct use of the male latex condom reduces the risk for STIs and HIV transmission.

§ Condition that exposes a woman to increased risk as a result of unintended pregnancy.
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Appendix D 
Classifications for Emergency Contraceptive Pills

BOX. Categories for Classifying Emergency Contraceptive Pills

1 = A condition for which there is no restriction for the use of the contraceptive method.
2 = A condition for which the advantages of using the method generally outweigh the theoretical or proven risks.
3 = A condition for which the theoretical or proven risks usually outweigh the advantages of using the method.
4 = A condition that represents an unacceptable health risk if the contraceptive method is used.

TABLE. Classifications for emergency contraceptive pills, including levonorgestrel contraceptive pills and combined oral 
contraceptive pills*†

Condition Category Clarifications/Evidence/Comments

Personal Characteristics and Reproductive History

Pregnancy Not applicable Clarification: Although this method is not indicated for a woman with a known or 
suspected pregnancy, no harm to the woman, the course of her pregnancy, or the 
fetus if ECPs are inadvertently used is known to exist. 

Breastfeeding
1

Past ectopic pregnancy
1

History of bariatric surgery§

a. Restrictive procedures: decrease storage capacity of the stom-
ach (vertical banded gastroplasty, laparoscopic adjustable 
gastric band, laparoscopic sleeve gastrectomy)

1

b. Malabsorptive procedures: decrease absorption of nutrients 
and calories by shortening the functional length of the small 
intestine (Roux-en-Y gastric bypass, biliopancreatic diversion)

1 Comment: Bariatric surgical procedures involving a malabsorptive component 
have the potential to decrease oral contraceptive effectiveness, perhaps further 
decreased by postoperative complications such as long-term diarrhea and/or 
vomiting. Because of these malabsorptive concerns, an emergency IUD might be 
more appropriate than ECPs.

Cardiovascular Disease

History of severe cardiovascular complications§ (ischemic 
heart disease, cerebrovascular attack, or other thromboembolic 
conditions)

2 Comment: The duration of ECP use is less than that of regular use of COCs or 
POPs and thus would be expected to have less clinical impact.

Angina pectoris 2 Comment: The duration of ECP use is less than that of regular use of COCs or 
POPs and thus would be expected to have less clinical impact.

Rheumatic Diseases

Rheumatoid arthritis
a. On immunosuppressive therapy 1
b. Not on immunosuppressive therapy 1

Neurologic Conditions

Migraine 2 Comment: The duration of ECP use is less than that of regular use of COCs or 
POPs and thus would be expected to have less clinical impact.

Gastrointestinal Conditions

Inflammatory bowel disease (ulcerative colitis, Crohn disease) 1

Severe liver disease§ (including jaundice) 2 Comment: The duration of ECP use is less than that of regular use of COCs or 
POPs and thus would be expected to have less clinical impact.

Solid Organ Transplantation

Solid organ transplantation§

a. Complicated: graft failure (acute or chronic), rejection, 
cardiac allograft vasculopathy

1

b. Uncomplicated 1

Classifications for emergency contraceptive pills (ECPs) are 
for both levonorgestrel and combined oral contraceptive pills. 

ECPs do not protect against sexually transmitted infections 
(STIs) or human immunodeficiency virus (HIV).
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TABLE. (Continued) Classifications for emergency contraceptive pills, including levonorgestrel contraceptive pills and combined 
oral contraceptive pills*†

Condition Category Clarifications/Evidence/Comments

Other

Repeated ECP use 1 Clarification: Recurrent ECP use is an indication that the woman requires further 
counseling about other contraceptive options. Frequently repeated ECP use may 
be harmful for women with conditions classified as 2, 3, or 4 for CHC or POC use. 

Rape 1 Comment: Use of ECPs in cases of rape has no restrictions.

* Abbreviations: STI = sexually transmitted infection; HIV = human immunodeficiency virus; ECP, emergency contraceptive pill; IUD = intrauterine device; COC = combined oral 
contraceptive; POP = progestin-only pill; CHC = combined hormonal contraceptive; POC = progestin-only contraceptive 

† ECPs do not protect against STI/HIV. If risk exists for STI/HIV (including during pregnancy or postpartum), the correct and consistent use of condoms is recommended, either 
alone or with another contraceptive method. Consistent and correct use of the male latex condom reduces the risk for STIs and HIV transmission.

§ Condition that exposes a woman to increased risk as a result of unintended pregnancy.
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Appendix E
 Classifications for Intrauterine Devices

Classifications for intrauterine devices (IUDs) are for the 
levonorgestrel-releasing (20 μg/24 hours) IUD and the copper-
bearing IUD (Box). IUDs do not protect against sexually 

BOX. Categories for Classifying Intrauterine Devices

1 = A condition for which there is no restriction for the use of the contraceptive method.
2 = A condition for which the advantages of using the method generally outweigh the theoretical or proven risks.
3 = A condition for which the theoretical or proven risks usually outweigh the advantages of using the method.
4 = A condition that represents an unacceptable health risk if the contraceptive method is used.

TABLE. Classifications for intrauterine devices, including the LNG-IUD and the Cu-IUD*†

Condition

Category

Clarifications/Evidence/CommentsLNG-IUD Cu-IUD

Personal Characteristics and Reproductive History

Pregnancy 4 4 Clarification: The IUD is not indicated during pregnancy and 
should not be used because of the risk for serious pelvic infection 
and septic spontaneous abortion.

Age
a. Menarche to <20 yrs 2 2 Comment: Concern exists about both the risk for expulsion from 

nulliparity and for STIs from sexual behaviour in younger age 
groups.

b. ≥20 yrs 1 1

Parity
a. Nulliparous 2 2 Evidence: Data conflict about whether IUD use is associated 

with infertility among nulliparous women, although well-conducted 
studies suggest no increased risk (1–9).

b Parous 1 1

Postpartum (breastfeeding or nonbreast-
feeding women, including post-Cesarean 
section)
a. <10 minutes after delivery of the 

placenta
2 1 Evidence: Immediate postpartum Cu-IUD insertion, particularly 

when insertion occurs immediately after delivery of the placenta, is 
associated with lower expulsion rates than is delayed postpartum 
insertion up to 72 hours postpartum; no data exist that examine 
times >72 hours postpartum. In addition, postplacental placement 
at the time of Cesarean section has lower expulsion rates than 
does postplacental vaginal insertions. Insertion complications of 
perforation and infection are not increased by Cu-IUD placement 
at any time during the postpartum period (10–23). No evidence is 
available that compares different insertion times for the LNG-IUD.

b. 10 minutes after delivery of the 
placenta to <4 wks

2 2

c. ≥4 wks 1 1
d. Puerperal sepsis 4 4 Comment: Insertion of an IUD might substantially worsen the 

condition.

Postabortion
a. First trimester 1 1 Clarification: IUDs can be inserted immediately after first trimes-

ter spontaneous or induced abortion.

Evidence: Risk for complications from immediate versus delayed 
insertion of an IUD after abortion did not differ. Expulsion was 
greater when an IUD was inserted after a second trimester abor-
tion than when inserted after a first trimester abortion. Safety or 
expulsion for postabortion insertion of an LNG-IUD did not differ 
from that of a Cu-IUD (24–37).

b. Second trimester 2 2

c. Immediate postseptic abortion 4 4 Comment: Insertion of an IUD might substantially worsen the 
condition.

transmitted infections (STIs) or human immunodeficiency 
virus (HIV).



Vol. 59 / RR-4 Recommendations and Reports 53

TABLE. (Continued) Classifications for intrauterine devices,*† including the LNG-IUD and the Cu-IUD

Condition

Category

Clarifications/Evidence/CommentsLNG-IUD Cu-IUD

Past ectopic pregnancy 1 1 Comment: The absolute risk for ectopic pregnancy is extremely 
low because of the high effectiveness of IUDs. However, when a 
woman becomes pregnant during IUD use, the relative likelihood 
of ectopic pregnancy increases greatly.

History of pelvic surgery (see Postpartum, 
including post-Cesarean section)

1 1

Smoking
a. Age <35 yrs 1 1
b. Age ≥35 yrs

 i. <15 Cigarettes/day 1 1
 ii. ≥15 Cigarettes/day 1 1

Obesity
a. ≥30 kg/m2 BMI 1 1
b. Menarche to <18 yrs and ≥30 kg/m2 BMI 1 1

History of bariatric surgery§

a. Restrictive procedures: decrease stor-
age capacity of the stomach (vertical 
banded gastroplasty, laparoscopic 
adjustable gastric band, laparoscopic 
sleeve gastrectomy)

1 1

b. Malabsorptive procedures: decrease 
absorption of nutrients and calories 
by shortening the functional length of 
the small intestine (Roux-en-Y gastric 
bypass, biliopancreatic diversion)

1 1

Cardiovascular Disease

Multiple risk factors for arterial cardio-
vascular disease (such as older age, 
smoking, diabetes, and hypertension)

2 1

Hypertension
For all categories of hypertension, classifications are based on the assumption that no other risk factors for cardiovascular disease exist. When multiple risk factors do exist, 
risk for cardiovascular disease might increase substantially. A single reading of blood pressure level is not sufficient to classify a woman as hypertensive.
a. Adequately controlled hypertension 1 1
b. Elevated blood pressure levels (properly 

taken measurements)
 i. Systolic 140–159 mm Hg or diastolic 

90–99 mm Hg
1 1

 ii. Systolic ≥160 mm Hg or diastolic 
≥100 mm Hg§

2 1 Comment: Theoretical concern exists about the effect of LNG on 
lipids. Use of Cu-IUDs has no restrictions.

c. Vascular disease 2 1 Comment: Theoretical concern exists about the effect of LNG on 
lipids. Use of Cu-IUDs has no restrictions.

History of high blood pressure during 
pregnancy (where current blood pressure is 
measurable and normal)

1 1

Deep venous thrombosis (DVT)/
pulmonary embolism (PE)
a. History of DVT/PE, not on anticoagulant 

therapy
 i. Higher risk for recurrent DVT/PE (≥1 

risk factors)

	 •	 History	of	estrogen-associated	
DVT/PE

	 •	 Pregnancy-associated	DVT/PE

	 •	 Idiopathic	DVT/PE

	 •	 Known	thrombophilia,	including	
antiphospholipid syndrome

	 •	 Active	cancer	(metastatic,	on	
therapy, or within 6 mos after 
clinical remission), excluding non-
melanoma skin cancer

	 •	 History	of	recurrent	DVT/PE

2 1

 ii. Lower risk for recurrent DVT/PE (no 
risk factors)

2 1
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TABLE. (Continued) Classifications for intrauterine devices,*† including the LNG-IUD and the Cu-IUD

Condition

Category

Clarifications/Evidence/CommentsLNG-IUD Cu-IUD

b. Acute DVT/PE 2 2 Evidence: No direct evidence exists on the use of POCs among 
women with acute DVT/PE. Although findings on the risk for 
venous thrombosis with the use of POCs in otherwise healthy 
women are inconsistent, any small increased risk is substantially 
less than that with COCs (38–40).

c. DVT/PE and established on anticoagu-
lant therapy for at least 3 mos

Evidence: No direct evidence exists on the use of POCs among 
women with acute DVT/PE. Although findings on the risk for 
venous thrombosis with the use of POCs in otherwise healthy 
women are inconsistent, any small increased risk is substantially 
less than that with COCs (38–40).

Evidence: Limited evidence indicates that insertion of the LNG-
IUD does not pose major bleeding risks in women on chronic 
anticoagulant therapy. (41–44)

Comment: The LNG-IUD might be a useful treatment for menor-
rhagia in women on long-term chronic anticoagulation therapy.

 i. Higher risk for recurrent DVT/PE (≥1 
risk factors)

	 •	 Known	thrombophilia,	including	
antiphospholipid syndrome

	 •	 Active	cancer	(metastatic,	on	
therapy, or within 6 mos after 
clinical remission), excluding non-
melanoma skin cancer

	 •	 History	of	recurrent	DVT/PE

2 2

 ii. Lower risk for recurrent DVT/PE (no 
risk factors)

2 2

d. Family history (first-degree relatives) 1 1
e. Major surgery

 i. With prolonged immobilization 2 1
 ii. Without prolonged immobilization 1 1

f. Minor surgery without immobilization 1 1

Known thrombogenic mutations§ (e.g., 
factor V Leiden; prothrombin mutation; 
protein S, protein C, and antithrombin 
deficiencies)

2 1 Clarification: Routine screening is not appropriate because of the 
rarity of the conditions and the high cost of screening.

Superficial venous thrombosis
a. Varicose veins 1 1
b. Superficial thrombophlebitis 1 1

Current and history of ischemic heart 
disease§

Initiation Continuation Comment: Theoretical concern exists about the effect of LNG on 
lipids. Use of Cu-IUDs has no restrictions.

2 3 1

Stroke§ (history of cerebrovascular 
accident)

2 1 Comment: Theoretical concern exists about the effect of LNG on 
lipids. Use of Cu-IUDs has no restrictions.

Known hyperlipidemias 2 1 Clarification: Routine screening is not appropriate because of the 
rarity of the condition and the high cost of screening. 

Valvular heart disease
a. Uncomplicated 1 1 Comment: According to the American Heart Association, admin-

istration of prophylactic antibiotics solely to prevent endocarditis 
is not recommended for patients who undergo genitourinary tract 
procedures, including insertion or removal of IUDs (45).

b. Complicated§ (pulmonary hyperten-
sion, risk for atrial fibrillation, history of 
subacute bacterial endocarditis)

1 1 Comment: According to the American Heart Association, admin-
istration of prophylactic antibiotics solely to prevent endocarditis 
is not recommended for patients who undergo genitourinary tract 
procedures, including insertion or removal of IUDs (45).

Peripartum cardiomyopathy§

a. Normal or mildly impaired cardiac 
function (New York Heart Association 
Functional Class I or II: patients with no 
limitation of activities or patients with 
slight, mild limitation of activity) (46)

Evidence: No direct evidence exists on the safety of IUDs among 
women with peripartum cardiomyopathy. Limited indirect evidence 
from noncomparative studies did not demonstrate any cases of 
arrhythmia or infective endocarditis in women with cardiac disease 
who used IUDs (47,48).

Comment: IUD insertion might induce cardiac arrhythmias in 
healthy women; women with peripartum cardiomyopathy have a 
high incidence of cardiac arrhythmias.

 i. <6 mos 2 2
 ii. ≥6 mos 2 2
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Condition

Category

Clarifications/Evidence/CommentsLNG-IUD Cu-IUD

b. Moderately or severely impaired cardiac 
function (New York Heart Association 
Functional Class III or IV: patients with 
marked limitation of activity or patients 
who should be at complete rest) (46)

2 2 Evidence: There is no direct evidence on the safety of IUDs 
among women with peripartum cardiomyopathy. Limited indirect 
evidence from noncomparative studies did not demonstrate any 
cases of arrhythmia or infective endocarditis in women with car-
diac disease who used IUDs (47,48).

Comment: IUD insertion might induce cardiac arrhythmias in 
healthy women; women with peripartum cardiomyopathy have a 
high incidence of cardiac arrhythmias.

Rheumatic Diseases

Systemic lupus erythematosus (SLE)§

Persons with SLE are at increased risk for ischemic heart disease, stroke, and VTE. Categories assigned to such conditions in the MEC should be the same for women 
with SLE who have these conditions. For all categories of SLE, classifications are based on the assumption that no other risk factors for cardiovascular disease are present; 
these classifications must be modified in the presence of such risk factors.

Many women with SLE can be considered good candidates for most contraceptive methods, including hormonal contraceptives (43,49–66).
Initiation Continuation

a. Positive (or unknown) antiphospholipid 
antibodies

3 1 1 Evidence: Antiphospholipid antibodies are associated with a 
higher risk for both arterial and venous thrombosis (67,68).

b. Severe thrombocytopenia 2 3 2 Clarification: Severe thrombocytopenia increases the risk for 
bleeding. The category should be assessed according to the 
severity of thrombocytopenia and its clinical manifestations. In 
women with very severe thrombocytopenia who are at risk for 
spontaneous bleeding, consultation with a specialist and certain 
pretreatments might be warranted.

Evidence: The LNG-IUD might be a useful treatment for menor-
rhagia in women with severe thrombocytopenia (43).

c. Immunosuppressive treatment 2 2 1
d. None of the above 2 1 1

Rheumatoid arthritis Initiation Continuation Initiation Continuation
a. On immunosuppressive therapy 2 1 2 1
b. Not on immunosuppressive therapy 1 1

Neurologic Conditions

Headaches Initiation Continuation Clarification: Any new headaches or marked changes in head-
aches should be evaluated.

a. Non-migrainous (mild or severe) 1 1 1
b. Migraine

 i. Without aura Comment: Aura is a specific focal neurologic symptom. For more 
information about this and other diagnostic criteria, see: Headache 
Classification Subcommittee of the International Headache 
Society. The international classification of headache disorders. 
2nd ed. Cephalalgia 2004;24(Suppl 1):1– 150. Available from 
http://www.i-h-s.org/upload/ct_clas/ihc_II_main_no_print.pdf.

	 	 •	Age	<35	yrs 2 2 1
	 	 •	Age	≥35	yrs 2 2 1
  ii. With aura, at any age 2 3 1

Epilepsy§ 1 1

Depressive Disorders

Depressive disorders 1 1 Clarification: The classification is based on data for women with 
selected depressive disorders. No data were available on bipolar 
disorder or postpartum depression. Drug interactions potentially 
can occur between certain antidepressant medications and hor-
monal contraceptives.

Reproductive Tract Infections and Disorders

Vaginal bleeding patterns Initiation Continuation
a. Irregular pattern without heavy bleeding 1 1 1
b. Heavy or prolonged bleeding (includes 

regular and irregular patterns)
1 2 2 Clarification: Unusually heavy bleeding should raise suspicion of 

a serious underlying condition.

Evidence: Evidence from studies examining the treatment effects 
of the LNG-IUD among women with heavy or prolonged bleeding 
reported no increase in adverse effects and found the LNG-IUD to 
be beneficial in treating menorrhagia (69–76).

Unexplained vaginal bleeding (suspicion 
for serious condition)

Clarification: If pregnancy or an underlying pathological condition 
(such as pelvic malignancy) is suspected, it must be evaluated 
and the category adjusted after evaluation. The IUD does not 
need to be removed before evaluation.

Initiation Continuation Initiation Continuation
Before evaluation 4 2 4 2

http://www.i-h-s.org/upload/ct_clas/ihc_II_main_no_print.pdf
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Condition

Category

Clarifications/Evidence/CommentsLNG-IUD Cu-IUD

Endometriosis 1 2 Evidence: LNG-IUD use among women with endometriosis de-
creased dysmenorrhea, pelvic pain, and dyspareunia (77–81).

Benign ovarian tumors (including cysts) 1 1

Severe dysmenorrhea 1 2 Comment: Dysmenorrhea might intensify with Cu-IUD use. LNG-
IUD use has been associated with reduction of dysmenorrhea.

Gestational trophoblastic disease
a. Decreasing or undetectable β–hCG 

levels
3 3 Evidence: Limited evidence suggests that women using an IUD 

after uterine evacuation for a molar pregnancy are not at greater 
risk for postmolar trophoblastic disease than are women using 
other methods of contraception (82–84).

b. Persistently elevated β-hCG levels or 
malignant disease§

4 4 Evidence: Limited evidence suggests that women using an IUD 
after uterine evacuation for a molar pregnancy are not at greater 
risk for postmolar trophoblastic disease than are women using 
other methods of contraception (82–84)

Cervical ectropion 1 1

Cervical intraepithelial neoplasia 2 1 Comment: Theoretical concern exists that LNG-IUDs might 
enhance progression of cervical intraepithelial neoplasia.

Cervical cancer (awaiting treatment) Initiation Continuation Initiation Continuation Comment: Concern exists about the increased risk for infection 
and bleeding at insertion. The IUD most likely will need to be 
removed at the time of treatment, but until then, the woman is at 
risk for pregnancy.

4 2 4 2

Breast disease
a. Undiagnosed mass 2 1
b. Benign breast disease 1 1
c. Family history of cancer 1 1
d. Breast cancer§ Comment: Breast cancer is a hormonally sensitive tumor. 

Concerns about progression of the disease might be less with 
LNG-IUDs than with COCs or higher-dose POCs.

 i. Current 4 1
 ii. Past and no evidence of current 

disease for 5 yrs 
3 1

Endometrial hyperplasia 1 1 Evidence: Among women with endometrial hyperplasia, no 
adverse health events occurred with LNG-IUD use; most women 
experienced disease regression (85–93).

Endometrial cancer§ Initiation Continuation Initiation Continuation Comment: Concern exists about the increased risk for infection, 
perforation, and bleeding at insertion. The IUD most likely will 
need to be removed at the time of treatment, but until then, the 
woman is at risk for pregnancy.

4 2 4 2

Ovarian cancer§ 1 1 Comment: Women with ovarian cancer who undergo fertility spar-
ing treatment and need contraception may use an IUD.

Uterine fibroids 2 2 Evidence: Among women with uterine fibroids using an LNG-IUD, 
most experienced improvements in serum levels of hemoglobin, 
hematocrit, and ferritin (73,94–100) and menstrual blood loss 
(73,75,94–101). Rates of LNG-IUD expulsion were higher in 
women with uterine fibroids (11%) than in women without fibroids 
(0%–3%); these findings were not statistically significant or sig-
nificance testing was not conducted (75,101). Rates of expulsion 
from noncomparative studies ranged from 0%–20% (94,96–100).

Comment: Women with heavy or prolonged bleeding should be 
assigned the category for that condition.

Anatomical abnormalities
a. Distorted uterine cavity (any congenital 

or acquired uterine abnormality distort-
ing the uterine cavity in a manner that is 
incompatible with IUD insertion)

4 4 Comment: An anatomic abnormality that distorts the uterine cav-
ity might preclude proper IUD placement.

b. Other abnormalities (including cervical 
stenosis or cervical lacerations) not 
distorting the uterine cavity or interfering 
with IUD insertion

2 2
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Condition

Category

Clarifications/Evidence/CommentsLNG-IUD Cu-IUD

Pelvic inflammatory disease (PID) Initiation Continuation Initiation Continuation
a. Past PID (assuming no known current 

risk factors for STIs)
Comment: IUDs do not protect against STI/HIV/PID. In women 
at low risk for STIs, IUD insertion poses little risk for PID. Current 
risk for STIs and desire for future pregnancy are relevant 
considerations.

 i. With subsequent pregnancy 1 1 1 1
 ii. Without subsequent pregnancy 2 2 2 2

b. Current PID 4 2 4 2 Clarification for continuation: Treat the PID using appropri-
ate antibiotics. The IUD usually does not need to be removed if 
the woman wishes to continue using it. Continued use of an IUD 
depends on the woman’s informed choice and her current risk 
factors for STIs and PID.

Evidence: Among IUD users treated for PID, clinical course did 
not differ regardless of whether the IUD was removed or left in 
place (102–104).

STIs Initiation Continuation Initiation Continuation
a. Current purulent cervicitis or chlamydial 

infection or gonorrhea
4 2 4 2 Clarification for continuation: Treat the STI using appropri-

ate antibiotics. The IUD usually does not need to be removed if 
the woman wishes to continue using it. Continued use of an IUD 
depends on the woman’s informed choice and her current risk 
factors for STIs and PID.

Evidence: No evidence exists about whether IUD insertion among 
women with STIs increases the risk for PID over that of women 
with no IUD insertion. Among women who had an IUD inserted, 
the absolute risk for subsequent PID was low among women with 
STI at the time of insertion but greater than among women with no 
STI at the time of IUD insertion (105–111).

b. Other STIs (excluding HIV and hepatitis) 2 2 2 2
c. Vaginitis (including Trichomonas 

vaginalis and bacterial vaginosis)
2 2 2 2

d. Increased risk for STIs 2/3 2 2/3 2 Clarification for initiation: If a woman has a very high individual 
likelihood of exposure to gonorrhea or chlamydial infection, the 
condition is a Category 3.

Evidence: Using an algorithm to classify STI risk status among 
IUD users, 1 study reported that 11% of women at high risk for 
STIs experienced IUD-related complications compared with 5% of 
those not classified as high risk (107).

HIV/AIDS

High risk for HIV Initiation Continuation Initiation Continuation
2 2 2 2 Evidence: Among women at risk for HIV, Cu-IUD use did not 

increase risk for HIV acquisition (112–122).

HIV infection§ 2 2 2 2 Evidence: Among IUD users, limited evidence shows no higher 
risk for overall complications or for infectious complications in HIV-
infected than in HIV-uninfected women. IUD use did not adversely 
affect progression of HIV when compared with hormonal contra-
ceptive use among HIV-infected women. Furthermore, IUD use 
among HIV-infected women was not associated with increased 
risk for transmission to sex partners (112,123–130).

AIDS§ 3 2 3 2 Clarification for continuation: IUD users with AIDS should be 
closely monitored for pelvic infection.

Clinically well on ARV therapy 2 2 2 2

Other Infections

Schistosomiasis
a. Uncomplicated 1 1
b. Fibrosis of the liver§ (if severe, see 

cirrhosis)
1 1

Tuberculosis§ Initiation Continuation Initiation Continuation
a. Nonpelvic 1 1 1 1
b. Pelvic 4 3 4 3 Comment: Insertion of an IUD may substantially worsen the 

condition.
Malaria 1 1
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Condition

Category

Clarifications/Evidence/CommentsLNG-IUD Cu-IUD

Endocrine Conditions

Diabetes
a. History of gestational disease 1 1
b. Nonvascular disease Evidence: Limited evidence on the use of the LNG-IUD among 

women with insulin-dependent or noninsulin-dependent diabetes 
suggests that these methods have little effect on short-term or 
long-term diabetes control (e.g., glycosylated hemoglobin levels), 
hemostatic markers, or lipid profile (131,132).

 i. Noninsulin-dependent 2 1
 ii. Insulin-dependent§ 2 1

c. Nephropathy/retinopathy/neuropathy§ 2 1
d. Other vascular disease or diabetes of 

>20 yrs’ duration§
2 1

Thyroid disorders
a. Simple goiter 1 1
b. Hyperthyroid 1 1
c. Hypothyroid 1 1

Gastrointestinal Conditions

Inflammatory bowel disease (IBD) 
(ulcerative colitis, Crohn disease)

1 1 Evidence: Although two case reports described three women with 
IBD who experienced exacerbation of disease 5 days–25 months 
after LNG-IUD insertion (133,134), no comparative studies have 
examined the safety of IUD use among women with IBD.

Gallbladder disease
a. Symptomatic

 i. Treated by cholecystectomy 2 1
 ii. Medically treated 2 1
 iii. Current 2 1

b. Asymptomatic 2 1

History of cholestasis
a. Pregnancy-related 1 1
b. Past COC-related 2 1 Comment: Concern exists that history of COC-related cholestasis 

might predict subsequent cholestasis with LNG use. Whether risk 
exists with use of LNG-IUD is unclear.

Viral hepatitis
a. Acute or flare 1 1
b. Carrier 1 1
c. Chronic 1 1

Cirrhosis
a. Mild (compensated) 1 1
b. Severe§ (decompensated) 3 1

Liver tumors
a. Benign 2 1

 i. Focal nodular hyperplasia
 ii. Hepatocellular adenoma§ 3 1 Comment: No evidence is available about hormonal contracep-

tive use in women with hepatocellular adenoma. COC use in 
healthy women is associated with development and growth of 
hepatocellular adenoma; whether other hormonal contraceptives 
have similar effects is not known.

b. Malignant§ (hepatoma) 3 1

Anemias

Thalassemia 1 2 Comment: Concern exists about an increased risk for blood loss 
with Cu-IUDs.

Sickle cell disease§ 1 2 Comment: Concern exists about an increased risk for blood loss 
with Cu-IUDs.

Iron deficiency anemia 1 2 Comment: Concern exists about an increased risk for blood loss 
with Cu-IUDs.

Solid Organ Transplantation

Solid organ transplantation§ Initiation Continuation Initiation Continuation Evidence: No comparative studies have examined IUD use 
among transplant patients. Four case reports of transplant 
patients using IUDs provided inconsistent results, including ben-
eficial effects and contraceptive failures (135–138).

a. Complicated: graft failure (acute or 
chronic), rejection, cardiac allograft 
vasculopathy

3 2 3 2

b. Uncomplicated 2 2 2 2
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Condition

Category

Clarifications/Evidence/CommentsLNG-IUD Cu-IUD

Drug Interactions

Antiretroviral (ARV) therapy Initiation Continuation Initiation Continuation Clarification: No known interaction exists between ARV therapy 
and IUD use. However, AIDS as a condition is classified as 
Category 3 for insertion and Category 2 for continuation unless 
the woman is clinically well on ARV therapy, in which case, both 
insertion and continuation are classified as Category 2 (see AIDS 
condition).

a. Nucleoside reverse transcriptase inhibi-
tors (NRTIs)

2/3 2 2/3 2

b. Non-nucleoside reverse transcriptase 
inhibitors (NNRTIs)

2/3 2 2/3 2

c. Ritonavir-boosted protease inhibitors 2/3 2 2/3 2

Anticonvulsant therapy
a. Certain anticonvulsants (phenytoin, 

carbamazepine, barbiturates, primidone, 
topiramate, oxcarbazepine)

1 1 Evidence: Limited evidence suggests use of certain anticonvul-
sants does not interfere with the contraceptive effectiveness of the 
LNG-IUD (139).

b Lamotrigine 1 1 Evidence: No drug interactions have been reported among epi-
leptic women taking lamotrigine and using the LNG-IUD (140).

Antimicrobial therapy
a. Broad-spectrum antibiotics 1 1
b. Antifungals 1 1
c. Antiparasitics 1 1
d. Rifampicin or rifabutin therapy 1 1 Evidence: One cross-sectional survey found that rifabutin had no 

impact on the effectiveness of the LNG-IUD (139).

*	Abbreviations:	LNG-IUD	=	levonorgestrel-releasing	intrauterine	device;	Cu-IUD	=	copper	IUD;	STI	=	sexually	transmitted	infection;	HIV	=	human	immunodeficiency	virus;	BMI	=	
body mass index; DVT = deep venous thrombosis; PE = pulmonary embolism; POC = progestin-only contraceptive; COC = combined oral contraceptive; SLE = systemic lupus 
erythematosus;	MEC	=	Medical	Eligibility	Criteria;	hCG	=	human	chorionic	gonadotropin;	PID	=	pelvic	inflammatory	disease;	AIDS	=	acquired	immunodeficiency	syndrome;	
ARV	=	antiretroviral;	IBD	=	inflammatory	bowel	disease;	NRTI	=	nucleoside	reverse	transcriptase	inhibitor;	NNRTI	=	non-nucleoside	reverse	transcriptase	inhibitor.

† IUDs	do	not	protect	against	STI/HIV.	If	risk	exists	for	STI/HIV	(including	during	pregnancy	or	postpartum),	the	correct	and	consistent	use	of	condoms	is	recommended,	either	
alone	or	with	another	contraceptive	method.	Consistent	and	correct	use	of	the	male	latex	condom	reduces	the	risk	for	STIs	and	HIV	transmission

§ Condition	that	exposes	a	woman	to	increased	risk	as	a	result	of	unintended	pregnancy.
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BOX. Categories for Classifying Cu-IUDs as Emergency Contraception

1 = A condition for which there is no restriction for the use of the contraceptive method.
2 = A condition for which the advantages of using the method generally outweigh the theoretical or proven risks.
3 = A condition for which the theoretical or proven risks usually outweigh the advantages of using the method.
4 = A condition that represents an unacceptable health risk if the contraceptive method is used.

Appendix F
Classifications for Copper Intrauterine Devices for 

Emergency Contraception

A copper IUD (Cu-IUD) can be used within 5 days of 
unprotected intercourse as an emergency contraceptive. 
However, when the time of ovulation can be estimated, the 
Cu-IUD can be inserted beyond 5 days after intercourse, if 
necessary, as long as the insertion does not occur >5 days after 
ovulation.

The eligibility criteria for interval Cu-IUD insertion also 
apply for the insertion of Cu-IUDs as emergency contracep-
tion (Box). Cu-IUDs for emergency contraception do not 
protect against sexually transmitted infections (STIs) or human 
immunodeficiency virus (HIV).

TABLE. Classifications for copper intrauterine devices for emergency contraception*†

Condition Category Clarifications/Evidence/Comments

Pregnancy 4 Clarification: IUD use is not indicated during pregnancy and should not be used because 
of the risk for serious pelvic infection and septic spontaneous abortion.

Rape
a. High risk for STI 3 Comment: IUDs do not protect against STI/HIV or PID. Among women with chlamydial 

infection or gonorrhea, the potential increased risk for PID with IUD insertion should be 
avoided. The concern is less for other STIs.

b. Low risk for STI 1

* Abbreviations: IUD = intrauterine device; Cu-IUD = copper IUD; STI = sexually transmitted infection; HIV = human immunodeficiency virus; PID = pelvic 
inflammatory disease

† Cu-IUDs for emergency contraception do not protect against STI/HIV. If risk exists for STI/HIV (including during pregnancy or postpartum), the correct 
and consistent use of condoms is recommended, either alone or with another contraceptive method. Consistent and correct use of the male latex condom 
reduces the risk for STIs and HIV transmission.
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BOX. Categories for Classifying Barrier Methods

1 = A condition for which there is no restriction for the use of the contraceptive method.
2 = A condition for which the advantages of using the method generally outweigh the theoretical or proven risks.
3 = A condition for which the theoretical or proven risks usually outweigh the advantages of using the method.
4 = A condition that represents an unacceptable health risk if the contraceptive method is used.

Appendix G
 Classifications for Barrier Methods

Classifications for barrier contraceptive methods include 
those for condoms, which include male latex condoms, male 
polyurethane condoms, and female condoms; spermicides; and 
diaphragm with spermicide or cervical cap (Box). Consistent 
and correct use of the male latex condom reduces the risk for 
STI/HIV transmission.

Women with conditions that make pregnancy an unaccept-
able risk should be advised that barrier methods for pregnancy 
prevention may not be appropriate for those who cannot use 
them consistently and correctly because of the relatively higher 
typical-use failure rates of these methods.

TABLE. Classifications for barrier methods,*† including condoms, spermicides, and diaphragms/caps

Condition

Category

Clarifications/Evidence/CommentsCondom Spermicide
Diaphragm/

cap

Personal Characteristics and Reproductive History

Pregnancy Not 
applicable

Not 
applicable

Not 
applicable

Clarification: None of these methods are relevant for contraception during known 
pregnancy. However, for women who remain at risk for STI/HIV during pregnancy, 
the correct and consistent use of condoms is recommended.

Age
a. Menarche to <40 yrs 1 1 1
b. ≥40 yrs 1 1 1

Parity
a. Nulliparous 1 1 1
b. Parous 1 1 2 Clarification: Risk for cervical cap failure is higher in parous women than in 

nulliparous women.

Postpartum
a. <6 wks postpartum 1 1 Not 

applicable
Clarification: Diaphragm and cap are unsuitable until uterine involution is 
complete.

b. ≥6 wks postpartum 1 1 1

Postabortion
a. First trimester 1 1 1
b. Second trimester 1 1 1 Clarification: Diaphragm and cap are unsuitable until 6 weeks after second 

trimester abortion.
c. Immediate postseptic abortion 1 1 1

Past ectopic pregnancy 1 1 1

History of pelvic surgery 1 1 1

Smoking
a. Age <35 yrs 1 1 1
b. Age ≥35 yrs

 i. <15 Cigarettes/day 1 1 1
 ii. ≥15 Cigarettes/day 1 1 1

Obesity Comment: Severe obesity might make diaphragm and cap placement difficult.
a. ≥30 kg/m2 BMI 1 1 1
b. Menarche to <18 yrs and ≥30 kg/m2 BMI 1 1 1

History of bariatric surgery§

a. Restrictive procedures: decrease storage 
capacity of the stomach (vertical banded gas-
troplasty, laparoscopic adjustable gastric band, 
laparoscopic sleeve gastrectomy)

1 1 1
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TABLE. (Continued) Classifications for barrier methods,*† including condoms, spermicides, and diaphragms/caps

Condition

Category

Clarifications/Evidence/CommentsCondom Spermicide
Diaphragm/

cap

b. Malabsorptive procedures: decrease absorp-
tion of nutrients and calories by shortening the 
functional length of the small intestine (Roux-
en-Y gastric bypass, biliopancreatic diversion)

1 1 1

Cardiovascular Disease

Multiple risk factors for arterial cardiovascular 
disease (such as older age, smoking, diabetes, 
and hypertension)

1 1 1

Hypertension
a. Adequately controlled hypertension 1 1 1
b. Elevated blood pressure levels (properly taken 

measurements)
 i. Systolic 140–159 mm Hg or 

diastolic 90–99 mm Hg
1 1 1

 ii. Systolic ≥160 mm Hg or diastolic ≥100 mm 
Hg§

1 1 1

c. Vascular disease 1 1 1

History of high blood pressure during 
pregnancy (where current blood pressure is 
measurable and normal)

1 1 1

Deep venous thrombosis (DVT)/pulmonary 
embolism (PE)
a. History of DVT/PE, not on anticoagulant 

therapy
 i. Higher risk for recurrent DVT/PE (≥1 risk 

factors)

	 •	 History	of	estrogen-associated	DVT/PE

	 •	 Pregnancy-associated	DVT/PE

	 •	 Idiopathic	DVT/PE

	 •	 Known	thrombophilia,	including	antiphos-
pholipid syndrome

	 •	 Active	cancer	(metastatic,	on	therapy,	
or within 6 mos after clinical remission), 
excluding non-melanoma skin cancer

	 •	 History	of	recurrent	DVT/PE

1 1 1

 ii. Lower risk for recurrent DVT/PE (no risk 
factors)

1 1 1

b. Acute DVT/PE 1 1 1
c. DVT/PE and established on anticoagulant 

therapy for at least 3 mos
 i. Higher risk for recurrent DVT/PE (≥1 risk 

factors)

	 •	 Known	thrombophilia,	including	antiphos-
pholipid syndrome

	 •	 Active	cancer	(metastatic,	on	therapy,	
or within 6 mos after clinical remission), 
excluding non-melanoma skin cancer

	 •	 History	of	recurrent	DVT/PE

1 1 1

 ii. Lower risk for recurrent DVT/PE (no risk 
factors)

1 1 1

d. Family history (first-degree relatives) 1 1 1

e. Major surgery
 i. With prolonged immobilization 1 1 1
 ii. Without prolonged immobilization 1 1 1

f. Minor surgery without immobilization 1 1 1

Known thrombogenic mutations§ (e.g., factor V 
Leiden; prothrombin mutation; protein S, protein C, 
and antithrombin deficiencies)

1 1 1 Clarification: Routine screening is not appropriate because of the rarity of the 
conditions and the high cost of screening.
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TABLE. (Continued) Classifications for barrier methods,*† including condoms, spermicides, and diaphragms/caps

Condition

Category

Clarifications/Evidence/CommentsCondom Spermicide
Diaphragm/

cap

Superficial venous thrombosis
a. Varicose veins 1 1 1
b. Superficial thrombophlebitis 1 1 1

Current and history of ischemic heart disease§
1 1 1

Stroke§ (history of cerebrovascular accident)
1 1 1

Known hyperlipidemias 1 1 1 Clarification: Routine screening is not appropriate because of the rarity of the 
conditions and the high cost of screening.

Valvular heart disease
a. Uncomplicated 1 1 1
b. Complicated§ (pulmonary hypertension, risk for 

atrial fibrillation, history of subacute bacterial 
endocarditis)

1 1 2

Peripartum cardiomyopathy§

a. Normal or mildly impaired cardiac function 
(New York Heart Association Functional Class 
I or II: patients with no limitation of activities or 
patients with slight, mild limitation of activity) 
(1)
 i. <6 mos 1 1 1
 ii. ≥6 mos 1 1 1

b. Moderately or severely impaired cardiac func-
tion (New York Heart Association Functional 
Class III or IV: patients with marked limitation 
of activity or patients who should be at com-
plete rest) (1)

1 1 1

Rheumatic Diseases

Systemic lupus erythematosus§

a. Positive (or unknown) antiphospholipid 
antibodies

1 1 1

b. Severe thrombocytopenia 1 1 1
c. Immunosuppressive treatment 1 1 1
d. None of the above 1 1 1

Rheumatoid arthritis
a. On immunosuppressive therapy 1 1 1
b. Not on immunosuppressive therapy 1 1 1

Neurologic Conditions

Headaches
a. Non-migrainous (mild or severe) 1 1 1
b. Migraine

 i. Without aura
	 •	 Age	<35	yrs 1 1 1
	 •	 Age	≥35	yrs 1 1 1

 ii. With aura, at any age 1 1 1

Epilepsy§ 1 1 1

Depressive Disorders

Depressive disorders 1 1 1

Reproductive Tract Infections and Disorders

Unexplained vaginal bleeding 
(suspicious for serious condition)
Before evaluation 1 1 1 Clarification: If pregnancy or an underlying pathological condition (such as pelvic 

malignancy) is suspected, it must be evaluated and the category adjusted after 
evaluation.

Endometriosis 1 1 1

Benign ovarian tumors (including cysts) 1 1 1

Severe dysmenorrhea 1 1 1
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TABLE. (Continued) Classifications for barrier methods,*† including condoms, spermicides, and diaphragms/caps

Condition

Category

Clarifications/Evidence/CommentsCondom Spermicide
Diaphragm/

cap

Gestational trophoblastic disease
a. Decreasing or undetectable β–hCG levels 1 1 1
b. Persistently elevated β-hCG levels or 

malignant disease§
1 1 1

Cervical ectropion 1 1 1

Cervical intraepithelial neoplasia 1 1 1 Clarification: The cap should not be used. Diaphragm use has no restrictions.

Cervical cancer (awaiting treatment) 1 2 1 Clarification: The cap should not be used. Diaphragm use has no restrictions.

Comment: Repeated and high-dose use of nonoxynol-9 can cause vaginal and 
cervical irritation or abrasions.

Breast disease
a. Undiagnosed mass 1 1 1
b. Benign breast disease 1 1 1
c. Family history of cancer 1 1 1
d. Breast cancer§

 i. Current 1 1 1
 ii. Past and no evidence of current disease 

for 5 yrs
1 1 1

Endometrial hyperplasia 1 1 1

Endometrial cancer§ 1 1 1

Ovarian cancer§ 1 1 1

Uterine fibroids 1 1 1

Anatomical abnormalities 1 1 Not 
applicable

Clarification: The diaphragm cannot be used in certain cases of prolapse. Cap 
use is not appropriate for a woman with markedly distorted cervical anatomy.

Pelvic inflammatory disease (PID)
a. Past PID (assuming no current risk factors of 

STIs)
 i. With subsequent pregnancy 1 1 1
 ii. Without subsequent pregnancy 1 1 1

b. Current PID 1 1 1

STIs
a. Current purulent cervicitis or chlamydial infec-

tion or gonorrhea
1 1 1

b. Other STIs (excluding HIV and hepatitis) 1 1 1
c. Vaginitis (including Trichomonas vaginalis and 

bacterial vaginosis)
1 1 1

d. Increased risk for STIs 1 1 1

HIV/AIDS

High risk for HIV 1 4 4 Evidence: Repeated and high-dose use of the spermicide nonoxynol-9 was as-
sociated with increased risk for genital lesions, which might increase the risk for 
HIV infection (2).

Comment: Diaphragm use is assigned Category 4 because of concerns about 
the spermicide, not the diaphragm.

HIV infection§ 1 3 3 Comment: Use of spermicides and/or diaphragms (with spermicide) can disrupt 
the cervical mucosa, which may increase viral shedding and HIV transmission to 
uninfected sex partners.

AIDS§ 1 3 3 Comment: Use of spermicides and/or diaphragms (with spermicide) can disrupt 
the cervical mucosa, which may increase viral shedding and HIV transmission to 
uninfected sex partners

Other Infections
Schistosomiasis
a. Uncomplicated 1 1 1

b. Fibrosis of liver§ 1 1 1

Tuberculosis§

a. Nonpelvic 1 1 1

b. Pelvic 1 1 1
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TABLE. (Continued) Classifications for barrier methods,*† including condoms, spermicides, and diaphragms/caps

Condition

Category

Clarifications/Evidence/CommentsCondom Spermicide
Diaphragm/

cap

Malaria 1 1 1

History of toxic shock syndrome 1 1 3 Comment: Toxic shock syndrome has been reported in association with contra-
ceptive sponge and diaphragm use.

Urinary tract infection 1 1 2 Comment: Use of diaphragms and spermicides might increase risk for urinary 
tract infection.

Endocrine Conditions

Diabetes
a. History of gestational disease 1 1 1
b. Nonvascular disease

 i. Noninsulin-dependent 1 1 1
 ii. Insulin-dependent§ 1 1 1

c. Nephropathy/retinopathy/neuropathy§ 1 1 1
d. Other vascular disease or diabetes of >20 yrs’ 

duration§
1 1 1

Thyroid disorders
a. Simple goiter 1 1 1
b. Hyperthyroid 1 1 1
c. Hypothyroid 1 1 1

Gastrointestinal Conditions

Inflammatory bowel disease 
(ulcerative colitis, Crohn disease)

1 1 1

Gallbladder disease
a. Symptomatic

 i. Treated by cholecystectomy 1 1 1
 ii. Medically treated 1 1 1
 iii. Current 1 1 1

b. Asymptomatic 1 1 1

History of cholestasis
a. Pregnancy-related 1 1 1
b. Past COC-related 1 1 1

Viral hepatitis
a. Acute or flare 1 1 1
b. Carrier 1 1 1
c. Chronic 1 1 1

Cirrhosis
a. Mild (compensated) 1 1 1
b. Severe§ (decompensated) 1 1 1

Liver tumors
a. Benign

 i. Focal nodular hyperplasia 1 1 1
 ii. Hepatocellular adenoma§ 1 1 1

b. Malignant§ (hepatoma) 1 1 1

Anemias

Thalassemia 1 1 1

Sickle cell disease§ 1 1 1

Iron deficiency anemia 1 1 1

Solid Organ Transplantation

Solid organ transplantation§

a. Complicated: graft failure (acute or chronic), 
rejection, cardiac allograft vasculopathy

1 1 1

b. Uncomplicated 1 1 1
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TABLE. (Continued) Classifications for barrier methods,*† including condoms, spermicides, and diaphragms/caps

Condition

Category

Clarifications/Evidence/CommentsCondom Spermicide
Diaphragm/

cap

Drug Interactions

Antiretroviral (ARV) therapy Clarification: No drug interaction between ARV therapy and barrier method 
use is known. However, HIV infection and AIDS are classified as Category 3 for 
spermicides and diaphragms (see HIV/AIDS condition above).

a. Nucleoside reverse transcriptase inhibitors 
(NRTIs)

1 3 3

b. Non-nucleoside reverse transcriptase 
inhibitors (NNRTIs)

1 3 3

c. Ritonavir-boosted protease inhibitors 1 3 3

Anticonvulsant therapy
a. Certain anticonvulsants (phenytoin, carbam-

azepine, barbiturates, primidone, topiramate, 
oxcarbazepine)

1 1 1

b. Lamotrigine 1 1 1

Antimicrobial therapy
a. Broad-spectrum antibiotics 1 1 1
b. Antifungals 1 1 1
c. Antiparasitics 1 1 1
d. Rifampicin or rifabutin  

therapy
1 1 1

Allergy to latex 3 1 3 Clarification: The condition of allergy to latex does not apply to plastic condoms/
diaphragms.

* Abbreviations: STI = sexually transmitted infection; HIV = human immunodeficiency virus; BMI, body mass index; DVT = deep venous thrombosis; PE = pulmonary embolism; 
ARV = antiretroviral; hCG = human chorionic gonadotropin; PID = pelvic inflammatory disease; AIDS = acquired immunodeficiency syndrome; COC = combined oral contracep-
tive; NRTI = nucleoside reverse transcriptase inhibitor; NNRTI = non-nucleoside reverse transcriptase inhibitor.

† If risk exists for STI/HIV (including during pregnancy or postpartum), the correct and consistent use of condoms is recommended, either alone or with another contraceptive 
method. Consistent and correct use of the male latex condom reduces the risk for STIs and HIV transmission. Women with conditions that make pregnancy an unacceptable 
risk should be advised that barrier methods for pregnancy prevention may not be appropriate for those who cannot use them consistently and correctly because of the relatively 
higher typical-use failure rates of these methods.

§ Condition that exposes a woman to increased risk as a result of unintended pregnancy.
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Appendix H
 Classifications for Fertility Awareness–Based Methods

Fertility awareness–based (FAB) methods of family planning 
involve identifying the fertile days of the menstrual cycle, 
whether by observing fertility signs such as cervical secretions 
and basal body temperature or by monitoring cycle days (Box). 
FAB methods can be used in combination with abstinence or 
barrier methods during the fertile time. If barrier methods are 
used, refer to Appendix G.

No medical conditions become worse because of use of FAB 
methods. In general, FAB methods can be used without con-
cern for health effects to persons who choose them. However, 
a number of conditions make their use more complex. The 
existence of these conditions suggests that 1) use of these 
methods should be delayed until the condition is corrected or 
resolved or 2) persons using FAB methods will require special 
counseling, and a more highly trained provider is generally 
necessary to ensure correct use.

Women with conditions that make pregnancy an unaccept-
able risk should be advised that FAB methods might not be 
appropriate for them because of the relatively higher typical-use 
failure rates of these methods. FAB methods do not protect 
against sexually transmitted infections (STIs) or human immu-
nodeficiency virus (HIV).

Box. Definitions for terms associated with fertility awareness–
based methods

Symptoms-based methods•	 : FAB methods based on 
observation of fertility signs (e.g., cervical secretions, basal 
body temperature) such as the Cervical Mucus Method, 
the Symptothermal Method, and the TwoDay Method.
Calendar-based methods•	 : FAB methods based on cal-
endar calculations such as the Calendar Rhythm Method 
and the Standard Days Method.
Acccept (A)•	 : There is no medical reason to deny the par-
ticular FAB method to a woman in this circumstance.
Caution (C)•	 : The method is normally provided in a 
routine setting but with extra preparation and precau-
tions. For FAB methods, this usually means that special 
counselling might be needed to ensure correct use of the 
method by a woman in this circumstance.
Delay (D)•	 : Use of this method should be delayed until the 
condition is evaluated or corrected. Alternative temporary 
methods of contraception should be offered.

TABLE. Fertility awareness–based methods,*† including symptoms-based and calendar-based methods

Condition

Category

Clarifications/Evidence/Comments
Symptom-based 

method
Calendar-based 

method

Personal Characteristics and Reproductive History

Pregnancy Not applicable Clarification: FAB methods are not relevant during pregnancy.

Life stage Clarification: Menstrual irregularities are common in postmenarche and perimeno-
pause and might complicate the use of FAB methods.

a. Postmenarche C C
b. Perimenopause C C

Breastfeeding Comment: Use of FAB methods when breastfeeding might be less effective than 
when not breastfeeding.

a. <6 wks postpartum D D Comment: Women who are primarily breastfeeding and are amenorrheic are 
unlikely to have sufficient ovarian function to produce detectable fertility signs and 
hormonal changes during the first 6 months postpartum. However, the likelihood of 
resumption of fertility increases with time postpartum and with substitution of breast 
milk with other foods.

b. ≥6 wks C D

c. After menses begin C C Comment: When the woman notices fertility signs, particularly cervical secre-
tions, she can use a symptoms-based method. First postpartum menstrual cycles 
in breastfeeding women vary significantly in length. Return to regularity takes 
several cycles. When she has had at least 3 postpartum menses and her cycles are 
regular again, she can use a calendar-based method. When she has had at least 4 
postpartum menses and her most recent cycle lasted 26–32 days, she can use the 
Standard Days Method. Before that time, a barrier method should be offered if the 
woman plans to use a FAB method later.
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TABLE. (Continued) Fertility awareness–based methods,*† including symptoms-based and calendar-based methods

Condition

Category

Clarifications/Evidence/Comments
Symptom-based 

method
Calendar-based 

method

Postpartum (in nonbreastfeeding women)
a. <4 wks D D Comment: Nonbreastfeeding women are not likely to have sufficient ovarian func-

tion to either require a FAB method or to have detectable fertility signs or hormonal 
changes before 4 weeks postpartum. Although the risk for pregnancy is low, a 
method appropriate for the postpartum period should be offered.

b. ≥4 wks A D Comment: Nonbreastfeeding women are likely to have sufficient ovarian function 
to produce detectable fertility signs and/or hormonal changes at this time; likelihood 
increases rapidly with time postpartum. Women can use calendar-based methods 
as soon as they have completed three postpartum menses. Methods appropriate for 
the postpartum period should be offered before that time.

Postabortion C D Comment: Postabortion women are likely to have sufficient ovarian function to 
produce detectable fertility signs and/or hormonal changes; likelihood increases 
with time postabortion. Women can start using calendar-based methods after they 
have had at least 1 postabortion menses (e.g., women who before this pregnancy 
had most cycles of 26–32 days can then use the Standard Days Method). Methods 
appropriate for the postabortion period should be offered before that time.

Reproductive Tract Infections and Disorders

Irregular vaginal bleeding D D Comment: Presence of this condition makes FAB methods unreliable. Therefore, 
barrier methods should be recommended until the bleeding pattern is compat-
ible with proper method use. The condition should be evaluated and treated as 
necessary.

Vaginal discharge D A Comment: Because vaginal discharge makes recognition of cervical secretions 
difficult, the condition should be evaluated and treated if needed before providing 
methods based on cervical secretions.

Other

Use of drugs that affect cycle regularity, 
hormones, and/or fertility signs

C/D C/D Comment: Use of certain mood-altering drugs such as lithium, tricyclic antidepres-
sants, and antianxiety therapies, and certain antibiotics and anti-inflammatory 
drugs, might alter cycle regularity or affect fertility signs. The condition should be 
carefully evaluated and a barrier method offered until the degree of effect has been 
determined or the drug is no longer being used.

Diseases that elevate body temperature
a. Chronic diseases C A Comment: Elevated temperature levels might make basal body temperature dif-

ficult to interpret but have no effect on cervical secretions. Thus, use of a method 
that relies on temperature should be delayed until the acute febrile disease abates. 
Temperature-based methods are not appropriate for women with chronically elevat-
ed temperatures. In addition, some chronic diseases interfere with cycle regularity, 
making calendar-based methods difficult to interpret.

b. Acute diseases D A

* Abbreviations: FAB = fertility awareness–based; A = accept; C = caution; D = delay; STI = sexually transmitted infection; HIV = human immunodeficiency infection.
† Fertility awareness–based methods do not protect against STI/HIV. If risk exists for STI/HIV (including during pregnancy or postpartum), the correct and consistent use of condoms 

is recommended, either alone or with another contraceptive method. Consistent and correct use of the male latex condom reduces the risk for STIs and HIV transmission.
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The Bellagio Consensus provided the scientific basis for 
defining the conditions under which breastfeeding can be 
used safely and effectively for birth-spacing purposes, and 
programmatic guidelines were developed for use of lacta-
tional amenorrhea in family planning (1,2). These guidelines 
include the following three criteria, all of which must be met 
to ensure adequate protection from an unplanned pregnancy: 
1) amenorrhea; 2) fully or nearly fully breastfeeding, and 3) 
<6 months postpartum.

The main indications for breastfeeding are to provide an ideal 
food for the infant and protect against disease. No medical 
conditions exist for which use of the lactational amenorrhea 
method for contraception is restricted. However, breastfeed-
ing might not be recommended for women or infants with 
certain conditions. 

Women with conditions that make pregnancy an unac-
ceptable risk should be advised that the lactational amenor-
rhea method might not be appropriate for them because of 
its relatively higher typical-use failure rates. The lactational 
amenorrhea method does not protect against sexually trans-
mitted infections (STIs) and human immunodeficiency virus 
(HIV). If risk exists for STI/HIV (including during pregnancy 
or postpartum), the correct and consistent use of condoms 
is recommended, either alone or with another contraceptive 
method. Consistent and correct use of the male latex condom 
reduces the risk for STIs and HIV transmission. 

HIV Infection
HIV can be transmitted from mother to infant through 

breastfeeding. Therefore, in the United States, where replace-

ment feeding is affordable, feasible, acceptable, sustainable, 
and safe, breastfeeding for women with HIV is not recom-
mended (3,4).

Other Medical Conditions
The American Academy of Pediatrics also recommends 

against breastfeeding for women with active untreated tuber-
culosis disease, who are positive for human T-cell lymphotropic 
virus types I or II, or who have herpes simplex lesions on a 
breast (infant can feed from the other breast). In addition, 
infants with classic galactosemia should not breastfeed (4).

Medication Used during Breastfeeding
To protect infant health, the American Academy of Pediatrics 

does not recommend breastfeeding for women receiving certain 
drugs, including diagnostic or therapeutic radioactive isotopes 
or exposure to radioactive materials, antimetabolites or chemo-
therapeutic agents, and current use of drugs of abuse (4).
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Coitus interruptus (CI), also known as withdrawal, is a tra-
ditional family planning method in which the man completely 
removes his penis from the vagina, and away from the external 
genitalia of the female partner, before he ejaculates. CI prevents 
sperm from entering the woman’s vagina, thereby preventing 
contact between spermatozoa and the ovum.

This method might be appropriate for couples
who are highly motivated and able to use this method •	
effectively;
with religious or philosophical reasons for not using other •	
methods of contraception;
who need contraception immediately and have entered •	
into a sexual act without alternative methods available;
who need a temporary method while awaiting the start of •	
another method; or
who have intercourse infrequently.•	

Some benefits of CI are that the method, if used correctly, 
does not affect breastfeeding and is always available for primary 
use or use as a back-up method. In addition, CI involves no 
economic cost or use of chemicals. CI has no directly associated 
health risks. CI does not protect against sexually transmitted 
infections (STIs) and human immunodeficiency virus (HIV). 
If risk exists for STI/HIV (including during pregnancy or 
postpartum), the correct and consistent use of condoms is 
recommended, either alone or with another contraceptive 
method. Consistent and correct use of the male latex condom 
reduces the risk for STIs and HIV transmission.

CI is unforgiving of incorrect use, and its effectiveness 
depends on the willingness and ability of the couple to use 
withdrawal with every act of intercourse. Women with con-
ditions that make pregnancy an unacceptable risk should be 
advised that CI might not be appropriate for them because of 
its relatively higher typical-use failure rates.

Appendix J
Coitus Interruptus (Withdrawal)
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Tubal sterilization for women and vasectomy for men are 
permanent, safe, and highly effective methods of contraception. 
In general, no medical conditions would absolutely restrict 
a person’s eligibility for sterilization (with the exception of 
known allergy or hypersensitivity to any materials used to 
complete the sterilization method). However, certain condi-
tions place a woman at high surgical risk; in these cases, careful 
consideration should be given to the risks and benefits of other 
acceptable alternatives, including long-acting, highly effective, 
reversible methods and vasectomy. Female and male steriliza-
tion do not protect against sexually transmitted infections 
(STIs) or human immunodeficiency virus (HIV). If risk exists 
for STI/HIV (including during pregnancy or postpartum), the 
correct and consistent use of condoms is recommended, either 
alone or with another contraceptive method. Consistent and 
correct use of the male latex condom reduces the risk for STIs 
and HIV transmission.

Because these methods are intended to be irreversible, per-
sons who choose sterilization should be certain that they want 
to prevent pregnancy permanently. Most persons who choose 

sterilization remain satisfied with their decision. However, a 
small proportion of women regret this decision (1%–26% from 
different studies, with higher rates of regret reported by women 
who were younger at sterilization) (1,2). Regret among men 
about vasectomy has been reported to be approximately 5% 
(3), similar to the proportion of women who report regretting 
their husbands’ vasectomy (6%) (4). Therefore, all persons 
should be appropriately counseled about the permanency of 
sterilization and the availability of highly effective, reversible 
methods of contraception.
References
1. Peterson HB. Sterilization. Obstet Gynecol 2008;111:189–203.
2. Hillis SD, Marchbanks PA, Tylor LR, Peterson HB. Poststerilization regret: 

findings from the United States Collaborative Review of Sterilization. 
Obstet Gynecol 1999;93:889–95.

3. Ehn BE, Liljestrand J. A long-term follow-up of 108 vasectomized 
men. Good counselling routines are important. Scand J Urol Nephrol 
1995;29:477–81.

4. Jamieson DJ, Kaufman SC, Costello C, et al. A comparison of women’s 
regret after vasectomy versus tubal sterilization. Obstet Gynecol 
2002;99:1073–9.

Appendix K
 Female and Male Sterilization



76 MMWR June 18, 2010

BOX. Categories for Classifying Hormonal Contraceptives and IUDs

1 = A condition for which there is no restriction for the use of the contraceptive method.
2 = A condition for which the advantages of using the method generally outweigh the theoretical or proven risks.
3 = A condition for which the theoretical or proven risks usually outweigh the advantages of using the method.
4 = A condition that represents an unacceptable health risk if the contraceptive method is used.

Appendix L
 Summary of Classifications for Hormonal Contraceptive Methods and 

Intrauterine Devices

TABLE. Summary of classifications for hormonal contraceptive methods and intrauterine devices*

Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD

Personal Characteristics and Reproductive History

Pregnancy Not applicable† Not applicable† Not applicable† Not applicable† 4† 4†

Age Menarche to 
<40 yrs = 1

Menarche to 
<18 yrs = 1

Menarche to 
<18 yrs = 2

Menarche to 
<18 yrs =1

Menarche to 
<20 yrs = 2

Menarche to 
<20 yrs = 2

≥40 yrs = 2 18–45 yrs = 1 18–45 yrs = 1 18–45 yrs = 1 ≥20 yrs = 1 ≥20 yrs = 1
>45 yrs = 1 >45 yrs = 2 >45 yrs = 1

Parity
a. Nulliparous 1 1 1 1 2 2
b. Parous 1 1 1 1 1 1

Breastfeeding
a. <1 mo postpartum 3† 2† 2† 2†

b. 1 mo to <6 mos 2† 1† 1† 1†

c. ≥6 mos postpartum 2† 1† 1† 1†

Postpartum 
(nonbreastfeeding women)
a. <21 days 3 1 1 1
b. ≥21 days 1 1 1 1

Postpartum (breastfeeding or 
nonbreastfeeding women, including 
post-Cesarean section)
a. <10 min after delivery of the 

placenta
2 1

b. 10 min after delivery of the pla-
centa to <4 wks

2 2

c. ≥4 wks 1 1
d. Puerperal sepsis 4 4

Postabortion
a. First trimester 1† 1† 1† 1† 1† 1†

b. Second trimester 1† 1† 1† 1† 2 2
c. Immediate postseptic abortion 1† 1† 1† 1† 4 4

Past ectopic pregnancy 1 2 1 1 1 1

History of pelvic surgery (see post-
partum, including Cesarean section)

1 1 1 1 1 1

Smoking
a. Age <35 yrs 2 1 1 1 1 1
b. Age ≥35 yrs

 i. <15 Cigarettes/day 3 1 1 1 1 1
 ii. ≥15 Cigarettes/day 4 1 1 1 1 1

Health-care providers can use the summary table as a quick 
reference guide to the classifications for hormonal contracep-
tive methods and intrauterine contraception and to compare 

classifications across these methods. See the full appendix for 
each method for clarifications to the numeric categories, as well 
as for summaries of the evidence and additional comments.
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TABLE. (Continued) Summary of classifications for hormonal contraceptive methods and intrauterine devices*

Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD

Obesity
a. ≥30 kg/m2 BMI 2 1 1 1 1 1
b. Menarche to <18 yrs and 

≥30 kg/m2 BMI
2 1 2 1 1 1

History of bariatric surgery§

a. Restrictive procedures: decrease 
storage capacity of the stomach 
(vertical banded gastroplasty, lap-
aroscopic adjustable gastric band, 
laparoscopic sleeve gastrectomy)

1 1 1 1 1 1

b. Malabsorptive procedures: 
decrease absorption of nutrients 
and calories by shortening the 
functional length of the small in-
testine (Roux-en-Y gastric bypass, 
biliopancreatic diversion)

COCs: 3 
P/R: 1

3 1 1 1 1

Cardiovascular Disease

Multiple risk factors for arterial 
cardiovascular disease (such as 
older age, smoking, diabetes, and 
hypertension)

3/4† 2† 3† 2† 2 1

Hypertension
a. Adequately controlled 

hypertension
3† 1† 2† 1† 1 1

b. Elevated blood pressure levels 
(properly taken measurements)
 i. Systolic 140–159 mm Hg or 

diastolic 90–99 mm Hg
3 1 2 1 1 1

 ii. Systolic ≥160 mm Hg or 
diastolic ≥100 mm Hg§

4 2 3 2 2 1

c. Vascular disease 4 2 3 2 2 1

History of high blood pressure dur-
ing pregnancy (where current blood 
pressure is measurable and normal)

2 1 1 1 1 1

Deep venous thrombosis (DVT)/ 
pulmonary embolism (PE)
a. History of DVT/PE, not on 

anticoagulant therapy
 i. Higher risk for recurrent DVT/

PE (≥1 risk factors)
4 2 2 2 2 1

	 •	 History	of	estrogen- 
associated DVT/PE

	 •	 Pregnancy-associated	
DVT/PE

	 •	 Idiopathic	DVT/PE
	 •	 Known	thrombophilia,	

including antiphospholipid 
syndrome

	 •	 Active	cancer	(metastatic,	on	
therapy, or within 6 mos after 
clinical remission), excluding 
non-melanoma skin cancer

	 •	 History	of	recurrent	DVT/PE
ii. Lower risk for recurrent DVT/PE 

(no risk factors)
3 2 2 2 2 1

b. Acute DVT/PE 4 2 2 2 2 2
c. DVT/PE and established on 

anticoagulant therapy for at least 3 
mos
 i. Higher risk for recurrent DVT/

PE (≥1 risk factors)
4† 2 2 2 2 2

	 •	 Known	thrombophilia,	
including antiphospholipid 
syndrome

	 •	 Active	cancer	(metastatic,	on	
therapy, or within 6 mos after 
clinical remission), excluding 
non-melanoma skin cancer

	 •	 History	of	recurrent	DVT/PE
 ii. Lower risk for recurrent DVT/

PE (no risk factors)
3† 2 2 2 2 2
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TABLE. (Continued) Summary of classifications for hormonal contraceptive methods and intrauterine devices*

Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD

d. Family history (first-degree 
relatives)

2 1 1 1 1 1

e. Major surgery
 i. With prolonged immobilization 4 2 2 2 2 1
 ii. Without prolonged 

immobilization
2 1 1 1 1 1

f. Minor surgery without 
immobilization

1 1 1 1 1 1

Known thrombogenic mutations§ 
(e.g. factor V Leiden; prothrombin 
mutation; protein S, protein C, and 
antithrombin deficiencies)

4† 2† 2† 2† 2† 1†

Superficial venous thrombosis
a. Varicose veins 1 1 1 1 1 1
b. Superficial thrombophlebitis 2 1 1 1 1 1

Current and history of ischemic 
heart disease§

Initiation Continuation Initiation Continuation Initiation Continuation

4 2 3 3 2 3 2 3 1

Stroke§ (history of cerebrovascular 
accident)

Initiation Continuation Initiation Continuation

4 2 3 3 2 3 2 1

Known hyperlipidemias 2/3† 2† 2† 2† 2† 1†

Valvular heart disease
a. Uncomplicated 2 1 1 1 1 1
b. Complicated§ (pulmonary hyper-

tension, risk for atrial fibrillation, 
history of subacute bacterial 
endocarditis)

4 1 1 1 1 1

Peripartum cardiomyopathy§

a. Normal or mildly impaired car-
diac function (New York Heart 
Association Functional Class I or 
II: patients with no limitation of 
activities or patients with slight, 
mild limitation of activity) (1)
 i. <6 mos 4 1 1 1 2 2
 ii. ≥6 mos 3 1 1 1 2 2

b. Moderately or severely impaired 
cardiac function (New York Heart 
Association Functional Class III or 
IV: patients with marked limitation 
of activity or patients who should 
be at complete rest) (1)

4 2 2 2 2 2

Rheumatic Diseases

Systemic lupus erythematosus§ Initiation Continuation Initiation Continuation
a.  Positive (or unknown) antiphos-

pholipid antibodies
4 3 3 3 3 3 1 1

b.  Severe thrombocytopenia 2 2 3 2 2 2† 3† 2†

c.  Immunosuppressive treatment 2 2 2 2 2 2 2 1
d.  None of the above 2 2 2 2 2 2 1 1

Rheumatoid arthritis Initiation Continuation Initiation Continuation
a. On immunosuppressive therapy 2 1 2/3† 1 2 1 2 1
b. Not on immunosuppressive 

therapy
2 1 2 1 1 1

Neurologic Conditions

Headaches Initiation Continuation Initiation Continuation Initiation Continuation Initiation Continuation Initiation Continuation
a. Non-migrainous (mild or severe) 1† 2† 1† 1† 1† 1† 1† 1† 1† 1† 1†

b. Migraine
 i. Without aura

	 •	 Age	<35	yrs 2† 3† 1† 2† 2† 2† 2† 2† 2† 2† 1†

	 •	 Age	≥35 yrs 3† 4† 1† 2† 2† 2† 2† 2† 2† 2† 1†

 ii. With aura (at any age) 4† 4† 2† 3† 2† 3† 2† 3† 2† 3† 1†

Epilepsy§ 1† 1† 1† 1† 1 1

If on treatment, see Drug Interactions section below
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TABLE. (Continued) Summary of classifications for hormonal contraceptive methods and intrauterine devices*

Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD

Depressive Disorders

Depressive disorders 1† 1† 1† 1† 1† 1†

Reproductive Tract Infections and Disorders

Vaginal bleeding patterns Initiation Continuation
a. Irregular pattern without heavy 

bleeding
1 2 2 2 1 1 1

b. Heavy or prolonged bleeding 
(includes regular and irregular 
patterns)

1† 2† 2† 2† 1† 2† 2†

Unexplained vaginal bleeding (sus-
picious for serious condition)

Initiation Continuation Initiation Continuation

Before evaluation 2† 2† 3† 3† 4† 2† 4† 2†

Endometriosis 1 1 1 1 1 2

Benign ovarian tumors (including 
cysts)

1 1 1 1 1 1

Severe dysmenorrhea 1 1 1 1 1 2

Gestational trophoblastic disease
a. Decreasing or undetectable ß-hCG 

levels
1 1 1 1 3 3

b. Persistently elevated ß-hCG levels 
or malignant disease§ 

1 1 1 1 4 4

Cervical ectropion 1 1 1 1 1 1

Cervical intraepithelial neoplasia 2 1 2 2 2 1

Cervical cancer (awaiting treatment) Initiation Continuation Initiation Continuation

2 1 2 2 4 2 4 2

Breast disease
a. Undiagnosed mass 2† 2† 2† 2† 2 1
b. Benign breast disease 1 1 1 1 1 1
c.  Family history of cancer 1 1 1 1 1 1
d. Breast cancer§

 i. Current 4 4 4 4 4 1
 ii. Past and no evidence of 

current disease for 5 yrs
3 3 3 3 3 1

Endometrial hyperplasia 1 1 1 1 1 1

Endometrial cancer§ Initiation Continuation Initiation Continuation

1 1 1 1 4 2 4 2

Ovarian cancer§ 1 1 1 1 1 1

Uterine fibroids 1 1 1 1 2 2

Anatomical abnormalities
a. Distorted uterine cavity (any con-

genital or acquired uterine abnor-
mality distorting the uterine cavity 
in a manner that is incompatible 
with IUD insertion)

4 4

b. Other abnormalities (including 
cervical stenosis or cervical lacera-
tions) not distorting the uterine 
cavity or interfering with IUD 
insertion

2 2

Pelvic inflammatory disease (PID)
a. Past PID (assuming no current risk 

factors of STIs) Initiation Continuation Initiation Continuation
 i. With subsequent pregnancy 1 1 1 1 1 1 1 1
 ii. Without subsequent pregnancy 1 1 1 1 2 2 2 2

b. Current PID 1 1 1 1 4 2† 4 2†
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TABLE. (Continued) Summary of classifications for hormonal contraceptive methods and intrauterine devices*

Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD

STIs Initiation Continuation Initiation Continuation
a. Current purulent cervicitis or chla-

mydial infection or gonorrhea
1 1 1 1 4 2† 4 2†

b. Other STIs (excluding HIV and 
hepatitis)

1 1 1 1 2 2 2 2

c. Vaginitis (including Trichomonas 
vaginalis and bacterial vaginosis)

1 1 1 1 2 2 2 2

d. Increased risk for STIs 1 1 1 1 2/3† 2 2/3† 2

HIV/AIDS
Initiation Continuation Initiation Continuation

High risk for HIV 1 1 1 1 2 2 2 2

HIV infection§ 1 1 1 1 2 2 2 2

AIDS§ 1† 1† 1† 1† 3 2† 3 2†

Clinically well on ARV therapy If on treatment, see Drug Interactions section below 2 2 2 2

Other Infections

Schistosomiasis
a. Uncomplicated 1 1 1 1 1 1
b. Fibrosis of the liver (if severe, 

see Cirrhosis)§
1 1 1 1 1 1

Tuberculosis§ Initiation Continuation Initiation Continuation
a. Nonpelvic 1† 1† 1† 1† 1 1 1 1
b. Pelvic 1† 1† 1† 1† 4 3 4 3

If on treatment, see Drug Interactions section below

Malaria 1 1 1 1 1 1

Endocrine Conditions

Diabetes
a. History of gestational disease 1 1 1 1 1 1
b. Nonvascular disease

 i. Noninsulin-dependent 2 2 2 2 2 1
 ii. Insulin-dependent§ 2 2 2 2 2 1

c. Nephropathy/retinopathy/
neuropathy§

3/4† 2 3 2 2 1

d. Other vascular disease or diabetes 
of >20 yrs’ duration§

3/4† 2 3 2 2 1

Thyroid disorders
a. Simple goiter 1 1 1 1 1 1
b. Hyperthyroid 1 1 1 1 1 1
c. Hypothyroid 1 1 1 1 1 1

Gastrointestinal Conditions

Inflammatory bowel disease (IBD)
(ulcerative colitis, Crohn disease)

2/3† 2 2 1 1 1

Gallbladder disease
a. Symptomatic

 i. Treated by cholecystectomy 2 2 2 2 2 1
 ii. Medically treated 3 2 2 2 2 1
 iii. Current 3 2 2 2 2 1

b. Asymptomatic 2 2 2 2 2 1

History of cholestasis
a. Pregnancy-related 2 1 1 1 1 1
b. Past COC-related 3 2 2 2 2 1

Viral hepatitis Initiation Continuation
a. Acute or flare 3/4† 2 1 1 1 1 1
b. Carrier 1 1 1 1 1 1 1
c. Chronic 1 1 1 1 1 1 1

Cirrhosis
a. Mild (compensated) 1 1 1 1 1 1
b. Severe§ (decompensated) 4 3 3 3 3 1
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TABLE. (Continued) Summary of classifications for hormonal contraceptive methods and intrauterine devices*

Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD

Liver tumors
a. Benign

 i. Focal nodular hyperplasia 2 2 2 2 2 1
 ii. Hepatocellular adenoma§ 4 3 3 3 3 1

b. Malignant§ (hepatoma) 4 3 3 3 3 1

Anemias

Thalassemia 1 1 1 1 1 2

Sickle cell disease§ 2 1 1 1 1 2

Iron-deficiency anemia 1 1 1 1 1 2

Solid Organ Transplantation

Solid organ transplantation§ Initiation Continuation Initiation Continuation
a. Complicated: graft failure (acute or 

chronic), rejection, cardiac allograft 
vasculopathy

4 2 2 2 3 2 3 2

b. Uncomplicated 2† 2 2 2 2 2

Drug Interactions

Antiretroviral therapy (see appendix M) Initiation Continuation Initiation Continuation
a.  Nucleoside reverse transcriptase 

inhibitors (NRTIs)
1† 1 1 1 2/3† 2† 2/3† 2†

b.  Non-nucleoside reverse tran-
scriptase inhibitors (NNRTIs)

2† 2† 1 2† 2/3† 2† 2/3† 2†

c.  Ritonavir-boosted protease 
inhibitors

3† 3† 1 2† 2/3† 2† 2/3† 2†

Anticonvulsant therapy
a. Certain anticonvulsants (phe-

nytoin, carbamazepine, barbi-
turates, primidone, topiramate, 
oxcarbazepine)

3† 3† 1 2† 1 1

b. Lamotrigine 3† 1 1 1 1 1

Antimicrobial therapy
a.  Broad-spectrum antibiotics 1 1 1 1 1 1
b. Antifungals 1 1 1 1 1 1
c. Antiparasitics 1 1 1 1 1 1
d. Rifampicin or rifabutin therapy 3† 3† 1 2† 1 1

* Abbreviations: COC = combined oral contraceptive; P = combined hormonal contraceptive patch; R = combined hormonal vaginal ring; POP = progestin-only pill; DMPA = depot 
medroxyprogesterone acetate; IUD = intrauterine device; LNG-IUD = levonorgestrel-releasing IUD; Cu-IUD = copper IUD; BMI = body mass index; DVT = deep venous thrombo-
sis; PE = pulmonary embolism; hCG, = human chorionic gonadotropin; PID = pelvic inflammatory disease; STI = sexually transmitted infection; HIV = human immunodeficiency 
virus; AIDS = acquired immunodeficiency syndrome; NRTI = nucleoside reverse transcriptase inhibitor; NNRTI = non-nucleoside reverse transcriptase.

† Consult the appendix for this contraceptive method for a clarification to this classification. 
§ Condition that exposes a woman to increased risk as a result of unintended pregnancy.

Reference
1. The Criteria Committee of the New York Heart Association. Nomenclature 

and criteria for diagnosis of diseases of the heart and great vessels. 9th ed. 
Boston, MA: Little, Brown & Co.; 1994.
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Appendix M
 Summary of Evidence Regarding Potential Drug Interactions between 

Hormonal Contraception and Antiretroviral therapies

Limited data from small, mostly unpublished studies sug-
gest that some antiretroviral (ARV) therapies might alter the 
pharmacokinetics of combined oral contraceptives (COCs). 
Few studies have measured clinical outcomes. However, con-
traceptive steroid levels in the blood decrease substantially with 
ritonavir-boosted protease inhibitors. Such decreases have the 
potential to compromise contraceptive effectiveness. Some of 
the interactions between contraceptives and ARVs also have 
led to increased ARV toxicity. For smaller effects that occur 
with non-nucleoside reverse transcriptase inhibitors, clinical 
significance is unknown, especially because studies have not 
examined steady-state levels of contraceptive hormones. No 
clinically significant interactions have been reported between 
contraceptive hormones and nucleoside reverse transcriptase 
inhibitors.

Tables 1 and 2 summarize the evidence available about drug 
interactions between ARV therapies and hormonal contra-
ceptives. For up-to-date, detailed information about human 
immunodeficiency virus (HIV) drug interactions, the following 
resources might be helpful: 

Guidelines for the Use of Antiretroviral Agents in HIV-•	
1-Infected Adults and Adolescents from the DHHS 
Panel on Antiretroviral Guidelines for Adults and 
Adolescents. Available at http://aidsinfo.nih.gov/content-
files/AdultandAdolescentGL.pdf. 
HIV Drug Interactions website, University of Liverpool, •	
UK. Available at www.hiv-druginteractions.org.

TABLE 1. Drug interactions between COCs and ARV drugs*
ARV Contraceptive effects† ARV effects†

Nucleoside reverse transcriptase inhibitors (NRTIs)

Tenofovir disaproxil fumarate EE ↔, NGM ↔ (1) Tenofovir ↔ (1)

Zidovudine No data Zidovudine ↔ (2) 
No change in viral load or CD4+ (2)

Non-nucleoside reverse transcriptase inhibitors (NNRTIs)

Efavirenz EE ↑ (3), EE ↔ (4), NGM ↓ (4), LNG ↓ (4) 
Pregnancy rate 2.6/100 woman-years in 1 
study in which up to 80% used hormonal 
contraceptives (35% used COC) (5)

Efavirenz ↔ (3,4)

Etravirine EE ↔, NET ↔ (6) Etravirine ↑ (6)

Concurrent administration, generally safe and well tolerated 
(6)

Nevirapine EE ↔, NET ↔ (7) Nevirapine ↔ (7)

Protease inhibitors and ritonavir-boosted protease inhibitors

Atazanavir/ritonavir EE ↑, NET ↑ (8) No data

Darunavir/ritonavir EE ↓, NET	↔ (9) Darunavir ↔ (9)

Fos-amprenavir/ritonavir EE ↓ (10,11), NET ↓ (11) Amprenavir ↔, ritonavir ↑, Elevated liver transaminases (10)

Indinavir§ EE ↔, NET	↔ (12) No data

Lopinavir/ritonavir EE ↓, NET ↔ (13) No data

Nelfinavir EE ↓, NET	↔ (14) No data

Saquinavir§ No data Saquinavir ↔ (15,16)

Tipranavir/ritonavir EE↓ (17) ↑ Skin and musculoskeletal adverse events; possible drug 
hypersensitivity reaction (17)

* Abbreviations: COC = combined oral contraceptive; ARV = antiretroviral; EE = ethinyl estradiol; NGM = norgestimate; NNRTI = non-nucleoside reverse 
transcriptase inhibitor; LNG = levonorgestrel; NET = norethindrone.

† ↔, no change or change ≤30%; ↑, increase >30%; ↓, decrease >30%.
§ Saquinavir and indinavir are commonly given boosted by ritonavir, but there are no data on contraceptive interactions with the boosted regimens.

http://aidsinfo.nih.gov/contentfiles/AdultandAdolescentGL.pdf
http://aidsinfo.nih.gov/contentfiles/AdultandAdolescentGL.pdf
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LNG  levonorgestrel
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NNRTI  non-nucleoside reverse transcriptase  
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POC  progestin-only contraceptive
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In the United States in 2007, unintentional poisonings were 
the second leading cause of injury death (after motor-vehicle 
crashes) (1); approximately 93% of all unintentional poisoning 
deaths were caused by drug poisoning, also known as drug 
overdose (2). From 1990 to 2001 in Florida, the nonsuicidal 
poisoning death rate increased 325% (3). To characterize recent 
trends in drug overdose death rates in Florida, CDC analyzed 
data from the Florida Medical Examiners Commission. This 
report summarizes the results of that analysis, which found 
that, from 2003 to 2009, the number of annual deaths in 
which medical examiner testing showed lethal concentrations 
of one or more drugs increased 61.0%, from 1,804 to 2,905, 
and the death rate increased 47.5%, from 10.6 to 15.7 per 
100,000 population. During 2003–2009, death rates increased 
for all substances except cocaine and heroin. The death rate 
for prescription drugs increased 84.2%, from 7.3 to 13.4 per 
100,000 population. The greatest increase was observed in the 
death rate from oxycodone (264.6%), followed by alprazolam 
(233.8%) and methadone (79.2%). By 2009, the number 
of deaths involving prescription drugs was four times the 
number involving illicit drugs. These findings indicate the 
need to strengthen interventions aimed at reducing overdose 
deaths from prescription drugs in Florida. Medical examiner 
records are a timely, population-based source for data regarding 
overdose deaths from specific drugs. The data in this report 
and subsequent analyses can be used to design and measure 
the effectiveness of interventions.

Florida has a system of regional state medical examiners 
whose jurisdiction includes all drug-related deaths. Drug 
overdose data were obtained for the period 2003–2009 from 
datasets of the Florida Medical Examiners Commission, which 
contain information on 34 types of drugs frequently abused, 
including ethanol (grain or beverage alcohol), prescription 
drugs, and illicit drugs (4). Drug-related deaths are divided into 
two categories: 1) drug-caused deaths, for which postmortem 
medical examiner toxicology testing determined that drugs 
were present in lethal amounts; and 2) drug-present deaths, for 
which drugs were found in nonlethal amounts. This analysis 

included only drug-caused deaths, referred to in this report as 
drug overdose deaths. 

Using U.S. Census resident population estimates, annual 
drug overdose death rates per 100,000 population were 
calculated for all drugs, prescription drugs, illicit drugs 
(including specifically heroin and cocaine), opioid analgesics 
(including specifically methadone, hydrocodone, oxycodone, 
and morphine), benzodiazepines (including specifically 
alprazolam), and ethanol. To test for the statistical significance 
of changes in death rates from 2003 to 2009, z-tests were 
conducted in categories with annual counts >100, and 
examination of overlapping confidence intervals from gamma 
distributions was used with counts <100. 

During 2003–2009, a total of 16,550 drug overdose deaths 
were recorded by Florida medical examiners. The annual 
number of deaths increased 61.0%, from 1,804 to 2,905, and 
the death rate increased 47.5%, from 10.6 to 15.7 per 100,000 
population. In 2009, approximately eight drug overdose 
deaths occurred each day. During 2003–2009, 85.9% of drug 
overdose deaths were unintentional, 11.1% were suicides, 2.6% 
were of undetermined intent, and 0.4% were homicides or 
pending. Prescription medications were implicated in 76.1% 
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of all drug overdose deaths, and illicit drugs were implicated 
in 33.9% of deaths; in 10.0% of deaths, both prescription and 
illicit drugs were found in lethal concentrations. 

In 85.5% of all drug overdose deaths, at least one of the 
seven specific drugs examined in this study was detected at 
a lethal concentration. Analysis of drug-specific death rates 
revealed different trends for different drugs during 2003–2009 
(Table, Figure). 

The death rate for prescription drugs increased 84.2%, from 
7.3 to 13.4 per 100,000 population from 2003 to 2009. The 
greatest increase in death rate was observed for the prescription 
drug oxycodone (264.6%), followed by alprazolam (233.8%), 
methadone (79.2%), hydrocodone (34.9%), and morphine 
(26.2%). Conversely, the death rate for heroin decreased 
62.2% from 2003 to 2009, and the death rate for cocaine 
increased until 2007 and then decreased 39.1% from 2007 
to 2009 (Table).

In 2003, among the seven specific drugs examined, the 
highest death rate was for cocaine (3.2 per 100,000 population), 
followed by methadone (2.2), oxycodone (1.7), heroin (1.4), 
morphine and alprazolam (1.3), and hydrocodone (1.1). In 
2009, the number of deaths involving prescription drugs was 
four times the number involving illicit drugs, and the highest 
death rate was for oxycodone (6.4 per 100,00 population), 
followed by alprazolam (4.4), methadone (3.9), cocaine (2.8), 
morphine (1.6), hydrocodone (1.4), and heroin (0.5) (Figure).

Reported by

Bruce Goldberger, PhD, W.R. Maples Center for Forensic 
Medicine, Univ of Florida College of Medicine. Jon Thogmartin, 
MD, State of Florida District Six Medical Examiner. Hal Johnson, 
MPH, Substance Abuse Program Office, Florida Dept of Children 
and Families. Leonard Paulozzi, MD, Rose Rudd, MSPH, Div 
of Unintentional Injury Prevention, National Center for Injury 
Prevention and Control; Aybaniz Ibrahimova, MD, EIS Officer, 
CDC. Corresponding contributor: Leonard Paulozzi, 
lpaulozzi@cdc.gov.

Editorial Note

This report documents an increasing problem with fatal 
overdoses of prescription drugs, based on Florida medical 
examiner data, which are more timely and specific than 
national data available from death certificates. Recent national 
data indicate increasing numbers of deaths involving opioid 
analgesics and cocaine through 2006 (5). This report indicates 
a worsening problem in Florida with overdoses involving 
prescription drugs, especially oxycodone and alprazolam, and 
a recent sharp decline in cocaine-related deaths. Large national 
increases in rates of emergency department visits involving 
oxycodone and alprazolam occurred during 2004–2009 (6). 

Similar recent changes in drug-specific death counts have 
been reported by the Office of the State Medical Examiner 
in Kentucky. From 2007 to 2009, the number of deaths 
involving oxycodone in Kentucky doubled, the number 

mailto:lpaulozzi@cdc.gov
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involving alprazolam increased tenfold, and the numbers 
involving cocaine or methadone declined (7). Whether these 
specific trends with oxycodone and alprazolam are nationwide, 
regional, or indicative of common risk factors in Florida and 
Kentucky is unknown. 

Since 2007, Florida has seen the proliferation of hundreds 
of pain clinics that prescribe large quantities of oxycodone and 
alprazolam, some of which is ultimately used for nonmedical 
purposes. Many of the customers of such clinics reportedly 
reside in Appalachian states such as Kentucky, and travel to 
Florida to obtain drugs for resale in their home states (8). In 
2009, Florida passed legislation establishing standards for 
pain management clinics (9). The new legislation established 
more stringent licensure requirements, put a limit on the 
amount that could be prescribed when patients pay cash, and 
required tamper-resistant prescription forms. The impact of 
this legislation has not yet been determined. The dispensing of 
frequently abused prescription drugs, such as opioid analgesics 
and benzodiazepines, by pharmacies can be tracked using state 
prescription drug monitoring programs, now operational in 35 
states (10). However, Florida does not yet have an operational 
prescription drug monitoring program.

The findings in this report are subject to at least five 
limitations. First, the analysis did not include all drug overdose 
deaths in Florida because the Florida Medical Examiners 
Commission collects data only on frequently abused drugs. 
Second, the death rates did not include Florida residents who 
died out of state but did include a small number of nonresidents 
who died in Florida. Third, reporting of deaths might have 
been incomplete from some medical examiner jurisdictions. 
Fourth, a few drugs were included in 2009 totals that were not 
tracked during 2003–2008. Finally, although the availability 

TABLE. Annual drug overdose death rates* for selected substances — Florida, 2003–2009 

Substance

Year % change 
2003 to 
2009§2003 2004 2005 2006 2007 2008 2009†

Prescription drugs 7.3 8.2 8.6 9.5 11.0 11.9 13.4 84.2
Benzodiazepines 2.2 2.6 3.2 3.5 4.0 5.0 5.9 168.4

Alprazolam 1.3 1.8 2.3 2.5 3.1 3.8 4.4 233.8
Opioid analgesics 6.7 7.7 7.9 8.8 10.3 11.0 12.5 86.1

Oxycodone 1.7 2.0 1.9 2.7 3.8 5.1 6.4 264.6
Methadone 2.2 3.2 3.5 3.9 4.3 3.8 3.9 79.2
Hydrocodone 1.1 1.3 1.2 1.3 1.4 1.5 1.4 34.9
Morphine 1.3 1.2 1.4 1.2 1.4 1.6 1.6 26.2

Other prescription drugs¶ 0.3 0.5 0.6 0.5 0.6 0.6 0.8 141.6
Illicit drugs 4.3 4.4 4.9 5.1 5.1 4.1 3.4 -21.4

Heroin 1.4 0.9 0.6 0.4 0.5 0.6 0.5 -62.2
Cocaine 3.2 3.4 4.1 4.5 4.6 3.5 2.8 -10.8
Other illicit drugs** 0.3 0.6 0.5 0.4 0.3 0.3 0.2 -4.1

Ethanol (alcohol) 1.5 1.6 1.7 1.8 2.3 2.4 2.8 81.4
All substances†† 10.6 11.7 12.1 13.1 14.3 14.6 15.7 47.5

 * Per 100,000 population. Based on U.S. Census resident population estimates. Available at http://www.census.gov/popest/states/states.html. 
 † The addition of buprenorphine, oxymorphone, and zolpidem to the list of monitored drugs resulted in small numbers of additional deaths in 2009, including 

12 among all substances.
 § Except for cocaine (p = 0.06) and other illicit drugs (p = 0.9), all the changes from 2003 to 2009 were statistically significant (p<0.05). Percentage change might not 

match calculations based on table data because of rounding.
 ¶ Includes amphetamine, carisoprodol/meprobamate, ketamine, and zolpidem.
** Includes methamphetamine, inhalants, ecstasy, hallucinogens, and other illicit drugs.
 †† Many deaths had several drugs contributing to the death; thus, the sum of the rates in each column exceeds the total death rate.
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FIGURE. Annual drug overdose death rates* for selected prescription 
and illicit drugs — Florida, 2003–2009

* Per 100,000 population. Based on U.S. Census resident population estimates. 
Available at http://www.census.gov/popest/states/states.html. 
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and scope of toxicologic testing were unchanged during 
2003–2009, testing protocols among the nine laboratories in 
Florida providing the service are not standardized.

To address the increase in drug overdose deaths from 
prescription drugs, states need to implement surveillance 
systems that are able to track patterns of drug use and the 
impact of prevention measures. In addition, tighter regulation 
of pain clinics in all states might be necessary to prevent 
the migration of unethical clinics to jurisdictions without 
adequate regulation. Controls placed on wholesale distributors 
of frequently abused prescription drugs might prevent them 
from supplying unethical pain clinics. State and urban medical 
examiners can publish drug-specific overdose statistics to 
improve the timeliness of drug mortality surveillance. 
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What is already known on this topic?

In the United States in 2007, unintentional poisonings were the 
second leading cause of injury death. Approximately 93% of all 
unintentional poisoning deaths were caused by drug overdose. 
From 1990 to 2001 in Florida, the nonsuicidal poisoning death 
rate increased 325%.

What is added by this report? 

The death rate from overdoses of prescription drugs in Florida 
increased 84.2% from 2003 to 2009, whereas the death rate from 
heroin overdose declined 62.2% and the death rate from cocaine 
overdose increased until 2007 and then declined 39.1% from 2007 
to 2009.  Among prescription drugs, the death rates for oxycodone 
and alprazolam increased 264.6% and 233.8%, respectively.

What are the implications for public health practice?

To address the increase in drug overdose deaths caused by 
prescription drugs, regulatory and public health agencies can 
implement surveillance systems that are able to count drug 
overdoses, describe patterns of drug use, and assess the impact 
of drug overdose prevention measures. 
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Neisseria gonorrhoeae is a major cause of pelvic inflammatory 
disease, ectopic pregnancy, and infertility, and it can facilitate 
human immunodeficiency virus (HIV) transmission (1). 
Emergence of gonococcal resistance to penicillin and tetracycline 
occurred during the 1970s and became widespread during the 
early 1980s. More recently, resistance to fluoroquinolones 
developed. Resistance was documented first in Asia, then 
emerged in the United States in Hawaii followed by other 
western states. It then became prevalent in all other regions 
of the United States. In Hawaii, fluoroquinolone resistance 
was first noted among heterosexuals; however, resistance in 
the United States initially became prevalent among men who 
have sex with men (MSM) before generalizing to heterosexuals. 
This emergence of resistance led CDC, in 2007, to discontinue 
recommending any fluoroquinolone regimens for the treatment 
of gonorrhea (2–3). CDC now recommends dual therapy for 
gonorrhea with a cephalosporin (ceftriaxone 250 mg) plus 
either azithromycin or doxycycline (4). This report summarizes 
trends in cephalosporin susceptibility among N. gonorrhoeae 
isolates in the United States during 2000–2010 using data 
from the Gonococcal Isolate Surveillance Project (GISP). 
During that period, the percentage of isolates with elevated 
minimum inhibitory concentrations (MICs) to cephalosporins 
(≥0.25 µg/mL for cefixime and ≥0.125 µg/mL for ceftriaxone) 
increased from 0.2% in 2000 to 1.4% in 2010 for cefixime 
and from 0.1% in 2000 to 0.3% in 2010 for ceftriaxone. 
Although cephalosporins remain an effective treatment for 
gonococcal infections, health-care providers should be vigilant 
for treatment failure and are requested to report its occurrence 
to state and local health departments. State and local public 
health departments should promote maintenance of laboratory 
capability to culture N. gonorrhoeae to allow testing of isolates 
for cephalosporin resistance. They also should develop enhanced 
surveillance and response protocols for gonorrhea treatment 
failures and report gonococcal treatment failures to CDC.

GISP is a CDC-sponsored, sentinel surveillance system 
that monitors antimicrobial susceptibilities in N. gonorrhoeae 
through ongoing testing of approximately 5,900 male urethral 
gonococcal isolates obtained annually from consecutive 
symptomatic men at 25–30 sexually transmitted disease 
(STD) clinics in the United States; approximately 4% of all 
reported gonorrhea cases among men are included annually 
(5). Antibiotic susceptibility is measured by MIC, the 
lowest concentration of an antibiotic that inhibits visible 
growth of the bacteria. MICs to cephalosporins (cefixime 
and ceftriaxone) among gonococcal isolates collected during 

2000–2010 were analyzed. Cefixime susceptibilities were 
not determined during 2007–2008 because cefixime was 
unavailable in the United States during that period. Decreased 
antibiotic susceptibility for cefixime or ceftriaxone is defined 
by the Clinical and Laboratory Standards Institute (CLSI) 
as MICs ≥0.5 µg/mL; criteria for cefixime and ceftriaxone 
resistance in N. gonorrhoeae have not been defined (6). 
Because few isolates exhibited decreased susceptibility and 
increases in MICs can precede the emergence of resistance, 
the percentage of isolates with elevated MICs (≥0.25 µg/mL 
for cefixime and ≥0.125 µg/mL for ceftriaxone) was assessed 
to determine if MICs to cephalosporins were increasing with 
time. These breakpoints were used in GISP for surveillance 
purposes. The analyses were stratified by U.S. census region 
and sex of sex partner. The South and Northeast regions were 
combined because fewer samples are collected in the eastern 
half of the country compared with the western half (Figure 1). 
Sex of sex partner was categorized as MSM or men who have 
sex exclusively with women (MSW). Resistance to penicillin 
(MIC ≥2.0 µg/mL), tetracycline (MIC ≥2.0 µg/mL), and 
ciprofloxacin (MIC ≥1.0 µg/mL), a fluoroquinolone, were 
assessed. Cochran-Armitage trend tests were performed to 
assess statistical significance (p<0.05).

An average of 5,865 isolates (range: 5,367–6,552) were 
tested annually during 2000–2010. Overall, the percentage 
of isolates with cefixime MICs ≥0.25 µg/mL increased from 
0.2% to 1.4% during 2000–2010 (p<0.001). The percentage 
of isolates with ceftriaxone MICs ≥0.125 µg/mL increased 
from 0.1% to 0.3% during 2000–2010 (p = 0.047). From 
2000 to 2010, in the western region, the percentage of isolates 
with cefixime MICs ≥0.25 µg/mL increased from 0% to 3.3% 
(p<0.001), and the percentage of isolates with ceftriaxone 
MICs ≥0.125 µg/mL increased from 0% to 0.5% (p<0.001) 
(Table). In the western region, the most prominent increases 
in cefixime MICs were observed in Honolulu, Hawaii (0% in 
2000 and 7.7% in 2010 [p<0.001]), and in California (0% in 
2000 and 4.5% in 2010 [p<0.001]). An increase in ceftriaxone 
MICs also was observed in California (0% in 2000 and 0.6% 
in 2010 [p = 0.001]).

Among MSM, the percentage of isolates with cefixime MICs 
≥0.25 µg/mL increased from 0% in 2000 to 4.0% during 2010 
(p<0.001), and the percentage of isolates with ceftriaxone MICs 
≥0.125 µg/mL increased from 0% to 0.9% (p<0.001). Overall, 
no statistically significant increases occurred in cefixime or 
ceftriaxone MICs among MSW (Figure 2). Regionally, increases 
in the percentage of isolates with cefixime MICs ≥0.25 µg/mL 

Cephalosporin Susceptibility Among Neisseria gonorrhoeae Isolates — 
United States, 2000–2010
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FIGURE 1. Sentinel sites participating in the Gonococcal Isolate Surveillance Project — United States, 2000–2010*

* Sites had continuous participation during 2000–2010 with the following exceptions (and years of participation): Anchorage (2000–2003); Detroit (2003–2010); 
Fort Bragg (2000–2002); Greensboro (2002–2010); Kansas City (2000–2001 and 2007–2010); Los Angeles (2003–2010); Las Vegas (2002–2010); Long Beach (2000–2007); 
New York City (2006–2010); Oklahoma City (2003–2010); Richmond (2007–2010); Salt Lake City (2003); St. Louis (2000–2004); and Tripler Army Medical Center 
(2001–2006 and 2009–2010).

among MSM were observed in all regions during 2000–2010 
(West: 0% in 2000 and 5.0% in 2010 [p<0.001]; Midwest: 0% 
in 2000 and 3.4% in 2010 [p = 0.001]; Northeast and South: 
0% in 2000 and 0.9% in 2010 [p = 0.035]). A significant 
increase among MSW was identified in the West (0% in 2000 
and 1.3% in 2010 [p<0.001]); however, no change occurred 
in the Midwest (0.3% in 2000 and 0.1% in 2010), and a 
significant decrease occurred in the Northeast and South 
(0.4% in 2000 and 0% in 2010 [p<0.001]). For isolates with 
ceftriaxone MICs ≥0.125 µg/mL, significant regional increases 
were observed among MSM in the West (0% in 2000 and 0.8% 
in 2010 [p<0.001]) and Midwest (0% in 2000 and 2.0% in 
2010 [p = 0.046]) and among MSW in the West (0% in 2000 
and 0.2% in 2010 [p = 0.008]); no significant increases were 
observed among MSM or MSW in other regions.

During 2009–2010, 13 (0.11%) of 11,323 isolates had 
decreased susceptibility to cefixime (MICs = 0.5 µg/mL), 
compared with seven (0.02%) of 41,462 isolates during 
2000–2006 (p<0.001) (isolates were not tested for cefixime 
susceptibility during 2007–2008). All 2009–2010 isolates 
with decreased susceptibility to cefixime were resistant to 
tetracycline and ciprofloxacin, all but one were resistant to 
penicillin, and none exhibited decreased susceptibility to 
azithromycin (≥2 µg/mL). Twelve of the men from whom 
the isolates were obtained were MSM; 10 men resided in the 
West, and three in the Midwest. No isolates had decreased 
susceptibility to ceftriaxone during 2000–2010.
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TABLE. Number and percentage of gonorrhea isolates with cefixime MICs ≥0.25 μg/mL and ceftriaxone MICs ≥0.125 μg/mL, by region — 
Gonococcal Isolate Surveillance Project, United States, 2000–2010                                                                                                                                                                                                                                                                                             

Cefixime

West* Midwest* Northeast/South* Total*

Year No. (%)

No. of 
specimens 

tested No. (%)

No. of 
specimens 

tested No. (%)

No. of 
specimens 

tested No. (%)

No. of 
specimens 

tested

2000 0 (0.0) 1,910 3 (0.2) 1,565 7 (0.4) 1,986 10 (0.2) 5,461
2001 4 (0.2) 2,066 1 (0.1) 1,561 7 (0.4) 1,845 12 (0.2) 5,472
2002 0 (0.0) 2,163 1 (0.1) 1,273 8 (0.4) 1,931 9 (0.2) 5,367
2003 1 (0.0) 2,558 0 (0.0) 1,628 3 (0.1) 2,366 4 (0.1) 6,552
2004 2 (0.1) 2,540 2 (0.1) 1,673 2 (0.1) 2,109 6 (0.1) 6,322
2005 5 (0.2) 2,551 0 (0.0) 1,409 1 (0.0) 2,239 6 (0.1) 6,199
2006 4 (0.2) 2,489 0 (0.0) 1,420 1 (0.0) 2,180 5 (0.1) 6,089
2007 — — — — — — — — — — — —
2008 — — — — — — — — — — — —
2009 37 (1.9) 1,924 7 (0.5) 1,398 1 (0.0) 2,308 45 (0.8) 5,630
2010 68 (3.3) 2,072 6 (0.5) 1,146 3 (0.1) 2,475 77 (1.4) 5,693

Ceftriaxone

West* Midwest Northeast/South Total*

Year No. (%)

No. of 
specimens 

tested No. (%)

No. of 
specimens 

tested No. (%)

No. of 
specimens 

tested No. (%)

No. of 
specimens 

tested

2000 0 (0.0) 1,910 5 (0.3) 1,565 0 (0.0) 1,986 5 (0.1) 5,461
2001 4 (0.2) 2,065 5 (0.3) 1,561 7 (0.4) 1,845 16 (0.3) 5,471
2002 0 (0.0) 2,163 1 (0.1) 1,273 6 (0.3) 1,931 7 (0.1) 5,367
2003 3 (0.1) 2,558 0 (0.0) 1,628 0 (0.0) 2,366 3 (0.0) 6,552
2004 3 (0.1) 2,540 3 (0.2) 1,673 3 (0.1) 2,109 9 (0.1) 6,322
2005 0 (0.0) 2,551 1 (0.1) 1,409 7 (0.3) 2,239 8 (0.1) 6,199
2006 1 (0.0) 2,489 0 (0.0) 1,420 2 (0.1) 2,180 3 (0.0) 6,089
2007 1 (0.0) 2,195 5 (0.4) 1,405 1 (0.0) 2,409 7 (0.1) 6,009
2008 4 (0.2) 1,906 0 (0.0) 1,407 0 (0.0) 2,410 4 (0.1) 5,723
2009 11 (0.6) 1,924 5 (0.4) 1,398 0 (0.0) 2,308 16 (0.3) 5,630
2010 11 (0.5) 2,072 4 (0.3) 1,146 4 (0.2) 2,475 19 (0.3) 5,693

Abbreviation: MICs = minimum inhibitory concentrations.
* Region had a statistically significant (p<0.05) trend (increase or decrease) during 2000–2010, by  the Cochran-Armitage test for trend.
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FIGURE 2. Percentage of gonorrhea isolates with cefixime MICs ≥0.25 μg/mL and ceftriaxone MICs ≥0.125 μg/mL, by sex of sex partner — 
Gonococcal Isolate Surveillance Project, United States, 2000–2010

Abbreviations: MICs = minimum inhibitory concentrations; MSM = men who have sex with men; MSW = men who have sex exclusively with women.
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Editorial Note

The epidemiologic pattern of cephalosporin susceptibility 
in the West and among MSM during 2009–2010 is 
similar to that previously observed during the emergence 
of fluoroquinolone-resistant N. gonorrhoeae in the United 
States (2–3,7). Although the history of fluoroquinolone-
resistant N. gonorrhoeae might not predict the patterns of 
decreasing cephalosporin susceptibility, the observed trends 
are concerning. During 2001–2010, decreased gonococcal 
susceptibility to cephalosporins and reported treatment failures 
have been documented in Asia (8). Recently, two cases of 
gonococcal treatment failure were reported from Norway 
among heterosexual men with gonococcal urethritis treated 
with cefixime (9), and a pharyngeal isolate with a ceftriaxone 
MIC = 2.0 µg/mL was identified from a female commercial 
sex worker in Japan (10). 

The potential emergence of gonococcal cephalosporin 
resistance is of particular concern because the U.S. gonorrhea 
control strategy relies upon effective antibiotic therapy. 
Previously, the emergence and spread of gonococcal antibiotic 
resistance in the United States was addressed by changing the 
recommended antibiotics for treatment. No other well-studied 
and effective antibiotic treatment options or combinations 
currently are available. The emergence of gonococcal 
cephalosporin resistance would substantially limit available 
treatment options.

In light of the diminished resources available to STD control 
programs and the past inability to prevent emergence of 
resistance, the eventual emergence of cephalosporin resistance 
appears likely. Actions undertaken now could delay the spread 
of cephalosporin-resistant strains and mitigate the public health 
consequences. Effective treatment of gonorrhea is essential 
and now requires two antibiotics. The findings in this report 
suggest that gonococcal resistance to cefixime might emerge in 
the United States before resistance to ceftriaxone. Ceftriaxone 
is the most effective cephalosporin for treatment of gonorrhea 
and should be used for treatment of gonorrhea in combination 
with azithromycin or doxycycline (4). Azithromycin is preferred 
over doxycycline for dual therapy with ceftriaxone; of the 
2009–2010 isolates with decreased susceptibility to cefixime, 
none exhibited decreased susceptibility to azithromycin, and all 
of them exhibited tetracycline resistance. Based on the findings 
in this report, CDC currently is recommending ceftriaxone 
250 mg intramuscularly and azithromycin 1 g orally as the most 
effective treatment for uncomplicated gonorrhea.

In addition to effective treatment, prompt recognition of 
cephalosporin-resistant gonorrhea is critical. Although GISP 
has been successful in identifying important shifts in gonococcal 
epidemiology and antimicrobial susceptibility, its effectiveness 
should be complemented through partnerships with local 
health departments and health-care providers. Clinicians 
should remain vigilant for treatment failures (evidenced 
by persistent symptoms or a positive follow-up test despite 
treatment) among patients treated for gonorrhea with CDC-
recommended antibiotics and obtain specimens for gonococcal 
culture from patients with possible treatment failure. Clinicians 
caring for patients with gonorrhea, particularly MSM in the 
western United States, might consider having patients return 
1 week after treatment for test-of-cure with culture, preferably, 
or with nucleic acid amplification tests (NAATs).

If a patient experiences cefixime treatment failure, 
clinicians should re-treat the patient with 250 mg ceftriaxone 
intramuscularly and 2 g azithromycin orally (4). If a patient 
experiences a ceftriaxone treatment failure, clinicians should 
consult with an infectious disease expert and CDC regarding 
re-treatment. These patients should return for tests-of-cure 

What is already known on this topic?

Cephalosporins are a critical component of CDC-recommended 
gonorrhea treatment; however, declining cephalosporin 
susceptibility and cephalosporin treatment failures have been 
reported in Asia and Europe.

What is added by this report?

This report describes current trends in cephalosporin 
susceptibility among Neisseria gonorrhoeae isolates in the 
United States: minimum inhibitory concentrations (MICs) to 
cephalosporins are increasing, suggesting that susceptibility to 
cephalosporins might be declining. The prevalence of isolates 
with elevated MICs remains low overall.

What are the implications for public health practice?

Health-care providers should use ceftriaxone and azithromycin 
for treatment of gonorrhea, remain vigilant for gonorrhea 
cephalosporin treatment failures, and report treatment failures 
to their local or state health departments. Local and state health 
departments should promote the maintenance of local 
gonococcal culture capacity, establish options for local 
gonococcal antibiotic susceptibility testing, consider enhancing 
surveillance for cephalosporin-resistant gonorrhea, and report 
gonorrhea cases with cephalosporin treatment failure to CDC.

mailto:rkirkcaldy@cdc.gov
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within 1 week, preferably with culture, or, if culture is not 
available, with NAAT. If the follow-up NAAT result is 
positive, a specimen for culture should be obtained. Clinicians 
also should ensure that the patient’s sex partners from the 
preceding 2 months are tested for gonorrhea (preferably 
with culture) and empirically treated with ceftriaxone 250 
mg intramuscularly and azithromycin 2 g orally. Finally, 
these treatment failures should be reported to the local or 
state health department within 24 hours. Laboratorians are 
requested to report gonococcal isolates with decreased cefixime 
or ceftriaxone susceptibility (≥0.5 µg/mL) to their local or state 
health departments within 24 hours of identification. Local 
and state health departments are requested to report these 
cases immediately to CDC (gispinfo@cdc.gov or 404-639-
8659). Isolates can be submitted to CDC’s Neisseria Reference 
Laboratory for confirmation susceptibility testing.* 

Local and state health departments also should promote 
maintenance of local gonococcal culture capacity, despite the 
widespread use of NAATs. Gonococcal antibiotic susceptibility 
testing (AST), necessary for identification of resistant isolates, 
only can be performed with culture specimens. Health 
departments should establish options for local availability 
of gonococcal cultures and AST, and consider enhancing 
surveillance for cephalosporin-resistant gonorrhea. Options for 
local culture and AST availability might involve building or 
enhancing local gonorrhea reference laboratory testing capacity, 
partnering with regional clinical laboratories or academic 
institutions, or sending isolates to CDC for susceptibility 
testing. Enhanced surveillance might include monitoring 
of multiple cases from the same patient reported within 
30–60 days, often discarded as presumed duplicates. Finally, 
effective alternative antibiotics or antibiotic combinations 
for the treatment of gonorrhea are needed urgently; thus, the 
development of novel antibiotics and clinical trials to study 
combinations of existing antibiotics is necessary.

The findings in this report are subject to at least two 
limitations. First, data available in GISP only include results 
from urethral gonococcal isolates from males attending publicly 
funded STD clinics. Second, the clinical significance of shifts 
in MICs below CLSI criteria for decreased susceptibility is 
unclear, and transient increases and decreases in cephalosporin 

MICs have been observed previously in GISP. However, in light 
of similar trends in other regions of the world, the patterns 
observed in GISP with higher MICs in isolates from the 
west and MSM, and the ability of N. gonorrhoeae to develop 
resistance, the increasing MICs to cephalosporins in the United 
States are concerning. Vigilance of clinicians and enhanced 
surveillance by local and state health departments will be 
critical for early detection of treatment failures.
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Initiation of contraception during the postpartum period 
is important to prevent unintended pregnancy and short 
birth intervals, which can lead to negative health outcomes 
for mother and infant (1). In 2010, CDC published U.S. 
Medical Eligibility Criteria for Contraceptive Use, 2010 (US 
MEC), providing evidence-based guidance for choosing 
a contraceptive method based on the relative safety of 
contraceptive methods for women with certain characteristics 
or medical conditions, including women who are postpartum 
(2). Recently, CDC assessed evidence regarding the safety of 
combined hormonal contraceptive use during the postpartum 
period. This report summarizes that assessment and the 
resulting updated guidance. These updated recommendations 
state that postpartum women should not use combined 
hormonal contraceptives during the first 21 days after delivery 
because of the high risk for venous thromboembolism (VTE) 
during this period. During 21–42 days postpartum, women 
without risk factors for VTE generally can initiate combined 
hormonal contraceptives, but women with risk factors for 
VTE (e.g., previous VTE or recent cesarean delivery) generally 
should not use these methods. After 42 days postpartum, no 
restrictions on the use of combined hormonal contraceptives 
based on postpartum status apply. 

Importance of Contraception During the 
Postpartum Period

Half of all pregnancies in the United States are unintended, 
and these pregnancies have been associated with adverse 
pregnancy behaviors and outcomes, including later entry 
into prenatal care, decreased likelihood of smoking cessation, 
increased incidence of low birth weight, and decreased 
breastfeeding (3). In addition, short interpregnancy intervals 
can lead to negative consequences such as low birth weight 
and preterm birth (4). The postpartum period is an important 
time to initiate contraception because women are accessing 
the health-care system and might have increased motivation 
to avoid another pregnancy. Ovulation can occur as early 
as 25 days postpartum among nonbreastfeeding women, 
underscoring the importance of initiating contraception in 
the very early postpartum period (5). 

However, safety of contraceptive use among postpartum 
women also must be considered. Hematologic changes that 
occur normally during pregnancy, including an increase in 
coagulation factors and fibrinogen and a decrease in natural 
anticoagulants, result in an increased risk for VTE during the 
postpartum period. In addition, many postpartum women have 
additional risk factors that further increase their risk for VTE, 
such as age ≥35 years, smoking, or recent cesarean delivery. 
This is of concern when considering postpartum contraception 
options because combined hormonal contraceptives (i.e., 
those that contain both estrogen and progestin) are themselves 
associated with a small increased risk for VTE among healthy 
women of reproductive age (6).

Rationale and Methods
US MEC, first published by CDC in 2010, was adapted 

from Medical Eligibility Criteria for Contraceptive Use, 
published by the World Health Organization (WHO) (2), 
which has been publishing global evidence-based contraceptive 
guidance since 1996. Although CDC adapted a small 
number of WHO recommendations and added a few new 
recommendations for U.S. health-care providers, the majority 
of the recommendations in the WHO guidance and US MEC 
are the same. Recommendations are provided using categories 
“1” to “4,” based on the balance of benefits and harms 
signifying whether or not the contraceptive method is safe 
for use among women with a particular medical condition or 
characteristic; category 1 represents a method that is safe to use 
without restriction and category 4 represents an unacceptable 
health risk (Table 1). CDC is committed to ensuring that 
these recommendations remain up-to-date and based on the 
best available scientific evidence. An update can be triggered 
either by identification of new evidence or by any evidence-
based updates made to the WHO global guidance. 

In 2010, based on new evidence (7), WHO updated its 
guidance on the safety of combined hormonal contraceptives 
among postpartum nonbreastfeeding women to be more 
restrictive regarding the use of combined hormonal 
contraceptives during the first 42 days postpartum, particularly 
among women with other risk factors for VTE (6). 

Update to CDC’s U.S. Medical Eligibility Criteria for Contraceptive Use, 2010: 
Revised Recommendations for the Use of Contraceptive Methods 

During the Postpartum Period
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Recommendations for breastfeeding women were not changed. 
Because of this WHO update, CDC initiated a process to assess 
whether its guidance similarly should be updated. Before this 
process, US MEC recommended that women less than 21 days 
postpartum generally should not use combined hormonal 
contraceptives, but that after that time, combined hormonal 
contraceptives could be used without restriction. 

From a systematic review conducted by WHO and CDC 
and used in the consultation to update the WHO guidance, 
evidence from 13 studies showed that the risk for VTE among 
women within the first 42 days postpartum is 22-fold to 84-fold 
greater than the risk among nonpregnant, nonpostpartum 
reproductive age women (7). The risk is highest immediately 
after delivery, declining rapidly during the first 21 days, but 
not returning to baseline until 42 days postpartum in most 
studies. Use of combined hormonal contraceptives, which can 
cause a small increased risk for VTE in healthy reproductive 
age women, might theoretically pose an additional risk if used 
during this time. However, no evidence was identified regarding 
risk for VTE among postpartum women using combined 
hormonal contraceptives. The evidence also is limited by the 
small number of studies that report risk for VTE at precise 
intervals during the postpartum period and report baseline risk 
for VTE in a reference population for comparison with the 

risk among postpartum women. Evidence also was examined 
regarding the return to fertility among nonbreastfeeding 
postpartum women and indicated that ovulation can occur as 
early as 25 days postpartum, although fertile ovulation likely 
will not occur until at least 42 days postpartum (5). 

As part of the CDC assessment, CDC recruited 13 persons 
from outside the agency to serve as ad hoc reviewers of the 
WHO revised recommendations; they were selected based 
on their expertise in thromboembolic disease, hematology, 
and family planning. The reviewers were asked to participate 
in a January 2011 teleconference with CDC, during which 
participants would review the evidence base and assess whether 
WHO’s revised recommendations were suitable for use in 
the United States. A key issue identified was that immediate 
postpartum use of combined hormonal contraceptives 
would impose a high risk for VTE without any substantial 
benefit in pregnancy prevention because most nonlactating 
women will not have a fertile ovulation until at least 42 days 
postpartum (5). Women with risk factors for VTE in addition 
to being postpartum (e.g., obesity or cesarean delivery) are 
already at elevated risk for VTE; use of combined hormonal 
contraceptives theoretically would further compound that 
risk. Finally, access to contraceptive methods was a concern 
of the group; however, unlike methods that require a visit to 

TABLE 1. Updated recommendations for combined hormonal contraceptives, including combined oral contraceptives, combined hormonal 
patch, and combined vaginal ring, during the postpartum period among nonbreastfeeding women

Condition Category* Clarifications/Evidence

Postpartum 
(nonbreastfeeding women)

a. <21 days 4 Evidence: There is no direct evidence examining the risk for VTE among postpartum women using 
CHCs. VTE risk is elevated during pregnancy and postpartum; this risk is most pronounced in the first 
weeks after delivery, declining to near baseline levels by 42 days postpartum. Use of CHCs, which 
increases the risk for VTE in healthy reproductive age women, might pose an additional risk if used 
during this time. Risk for pregnancy during the first 21 days postpartum is very low, but increases after 
that point; ovulation before first menses is common.

b. 21–42 days
 i. With other risk factors for VTE 

(such as age ≥35 years, previ-
ous VTE, thrombophilia, immo-
bility, transfusion at delivery, 
BMI ≥30, postpartum hemor-
rhage, postcesarean delivery, 
preeclampsia, or smoking)

3 Clarification: For women with other risk factors for VTE, these risk factors might increase the 
classification to a “4”; for example, smoking, deep venous thrombosis/pulmonary embolism, known 
thrombogenic mutations, and peripartum cardiomyopathy.
Evidence: There is no direct evidence examining the risk for VTE among postpartum women using 
CHCs. VTE risk is elevated during pregnancy and postpartum; this risk is most pronounced in the first 
weeks after delivery, declining to near baseline levels by 42 days postpartum. Use of CHCs, which 
increases the risk for VTE in healthy reproductive age women, might pose an additional risk if used 
during this time.

 ii. Without other risk factors for 
VTE

2

c. >42 days 1

Abbreviations: VTE = venous thromboembolism; CHC = combined hormonal contraceptive; BMI = body mass index (weight [kg] / height [m2]). 
* Categories: 1 = a condition for which there is no restriction for the use of the contraceptive method, 2 = a condition for which the advantages of using the method 

generally outweigh the theoretical or proven risks, 3 = a condition for which the theoretical or proven risks usually outweigh the advantages of using the method, 
4 = a condition that represents an unacceptable health risk if the contraceptive method is used.
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a provider (e.g., implants and intrauterine devices [IUDs]), 
combined hormonal contraceptives can be started by the 
woman herself at the appropriate time if given a prescription 
or sample in advance (either before hospital discharge or at a 
postpartum visit). 

Recommendations for Use of Combined 
Hormonal Contraceptives During the 
Postpartum Period

CDC recommends the following updated guidelines 
for the safety of combined hormonal contraceptives in 
postpartum women who are not breastfeeding (Table 1). 
In women who are <21 days postpartum, use of combined 
hormonal contraceptives represents an unacceptable health 
risk and should not be used (category 4). In women who are 
21–42 days postpartum and have other risk factors for VTE 
in addition to being postpartum, the risks for combined 
hormonal contraceptives usually outweigh the advantages 
and therefore combined hormonal contraceptives generally 
should not be used (category 3); however, in the absence 
of other risk factors for VTE, the advantages of combined 
hormonal contraceptives generally outweigh the risks, and 
they can usually be used (category 2). In women who are 
>42 days postpartum, no restriction applies for the use of 
combined hormonal contraceptives because of postpartum 
status (category 1). Nonetheless, any other medical conditions 
still should be taken into consideration when determining the 
safety of the contraceptive method. 

Separate recommendations in the 2010 US MEC for 
combined hormonal contraceptive use among women who are 
breastfeeding remain unchanged (2). These recommendations 
are based on evidence regarding potential negative effects of 
hormonal contraceptive use on breastfeeding, such as decreased 
duration of breastfeeding and higher rates of supplemental 
feeding (8). Among women who are breastfeeding and are 
<1 month postpartum, combined hormonal contraceptives 
are given a category 3 because of concerns about the effects 
of estrogen on breastfeeding duration and success. After 
1 month, combined hormonal contraceptive use is given a 
category 2 for breastfeeding women. However, some of the 
updated recommendations based on risk for VTE in postpartum 

women now supersede the breastfeeding recommendations. For 
example, combined hormonal contraception is now classified 
as a category 4 (unacceptable health risk) for all postpartum 
women, regardless of breastfeeding status, for the first 21 days 
(Table 2). 

Health-care providers assessing a woman’s individual risk also 
should consider any other characteristics or medical conditions 
that might impact the classification. For postpartum women, 
this might include examining the recommendations for other 
risk factors for VTE, such as known thrombogenic mutations 
(category 4) or history of VTE with risk factors for recurrence 
(category 4), both of which pose an unacceptable health risk 
for combined hormonal contraceptive use, whether or not 
women are postpartum (2). 

Recommendations for Use of Other Contraceptive 
Methods During the Postpartum Period

Recommendations for use of other contraceptives, including 
progestin-only hormonal contraceptives, remain unchanged 
and many are good options for postpartum women (Table 3). 
Progestin-only hormonal methods, including progestin-only 
pills, depot medroxyprogesterone acetate injections, and 
implants, are safe for postpartum women, including women 
who are breastfeeding, and can be initiated immediately 
postpartum (categories 1 and 2). IUDs, including the 
levonorgestrel-releasing IUD and copper-bearing IUD, also 
can be inserted postpartum, including immediately after 
delivery (categories 1 and 2) and are not associated with an 
increase in complications. Although IUD expulsion rates are 
somewhat higher when insertion occurs within 28 days of 
delivery, continuation rates at 6 months are similar among 
women who receive an IUD postpartum and those who plan 
for delayed insertion (9,10). Condoms can be used anytime 
(category 1), and the diaphragm and cap should be started at 
6 weeks postpartum (category 1 after 6 weeks). In addition, 
women who have completed their childbearing might wish to 
consider sterilization at this time. Postpartum contraception is 
important for the health of mother and infant, and education 
for both health-care providers and women should focus on the 
range of contraception options and the safety of most of these 
methods during the postpartum period. 
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TABLE 2. Updated recommendations for combined hormonal contraceptives, including combined oral contraceptives, combined hormonal 
patch, and combined vaginal ring, during the postpartum period among breastfeeding women

Condition Category* Clarifications/Evidence

Postpartum 
(breastfeeding women†)

Clarification: The U.S. Department of Health and Human Services recommends that infants should 
be exclusively breastfed during the first 4–6 months of life, preferably for a full 6 months. Ideally, 
breastfeeding should continue through the first year of life.
Evidence: Clinical studies demonstrate conflicting results about effects on milk volume in women 
exposed to COCs during lactation; no consistent effect on infant weight has been reported. Adverse 
health outcomes or manifestations of exogenous estrogen in infants exposed to CHCs through 
breast milk have not been demonstrated. In general, these studies are of poor quality, lack standard 
definitions of breastfeeding or outcome measures, and have not included premature or ill infants. 
Theoretical concerns about effects of CHCs on breast milk production are greater in the early 
postpartum period when milk flow is being established.

a. <21 days 4 Evidence: There is no direct evidence examining the risk for VTE among postpartum women using 
CHCs. VTE risk is elevated during pregnancy and postpartum; this risk is most pronounced in the 
first weeks after delivery, declining to near baseline levels by 42 days postpartum. Use of CHCs, 
which increases the risk for VTE in healthy reproductive age women, might pose an additional 
risk if used during this time. Risk of pregnancy during the first 21 days postpartum is very low, but 
increases after that point; ovulation before first menses is common.

b. 21 to <30 days
 i. With other risk factors for VTE 

(such as age ≥35 years, previous 
VTE, thrombophilia, immobil-
ity, transfusion at delivery, BMI 
≥30, postpartum hemorrhage, 
postcesarean delivery, preeclamp-
sia, or smoking)

3 Clarification: For women with other risk factors for VTE, these risk factors might increase the 
classification to a “4”; for example, smoking, deep venous thrombosis/pulmonary embolism, known 
thrombogenic mutations, and peripartum cardiomyopathy.
Evidence: There is no direct evidence examining the risk for VTE among postpartum women using 
CHCs. VTE risk is elevated during pregnancy and postpartum; this risk is most pronounced in the 
first weeks after delivery, declining to near baseline levels by 42 days postpartum. Use of CHCs, 
which increases the risk for VTE in healthy reproductive age women, might pose an additional risk if 
used during this time.

 ii. Without other risk factors for VTE 3
c. 30–42 days

 i. With other risk factors for VTE 
(such as age ≥35 years, previous 
VTE, thrombophilia, immobil-
ity, transfusion at delivery, BMI 
≥30, postpartum hemorrhage, 
postcesarean delivery, preeclamp-
sia, or smoking)

3 Clarification: For women with other risk factors for VTE, these risk factors might increase the 
classification to a “4”; for example, smoking, deep venous thrombosis/pulmonary embolism, known 
thrombogenic mutations, and peripartum cardiomyopathy.
Evidence: There is no direct evidence examining the risk for VTE among postpartum women using 
CHCs. VTE risk is elevated during pregnancy and postpartum; this risk is most pronounced in the 
first weeks after delivery, declining to near baseline levels by 42 days postpartum. Use of CHCs, 
which increases the risk for VTE in healthy reproductive age women, might pose an additional risk if 
used during this time.

 ii. Without other risk factors for VTE 2
d. >42 days 2

Abbreviations: VTE = venous thromboembolism; CHC = combined hormonal contraceptive; BMI = body mass index (weight [kg] / height [m2]); COC = combined 
oral contraceptives. 
* Categories: 1 = a condition for which there is no restriction for the use of the contraceptive method, 2 = a condition for which the advantages of using the method 

generally outweigh the theoretical or proven risks, 3 = a condition for which the theoretical or proven risks usually outweigh the advantages of using the method, 
4 = a condition that represents an unacceptable health risk if the contraceptive method is used.

† The breastfeeding recommendations are divided by month in U.S. Medical Eligibility Criteria for Contraceptive Use, 2010. They have been divided by days for purposes 
of integration with the postpartum recommendations.
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TABLE 3. Summary of recommendations and risk classifications* for hormonal contraceptive methods and intrauterine devices during the 
postpartum period

Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD

Postpartum 
(nonbreastfeeding women)

a. <21 days 4 1 1 1
b. 21 days to 42 days

 i. With other risk factors for VTE (such as age ≥35 years, previ-
ous VTE, thrombophilia, immobility, transfusion at delivery, 
BMI ≥30, postpartum hemorrhage, postcesarean delivery, 
preeclampsia or smoking)

3† 1 1 1

 ii. Without other risk factors for VTE 2 1 1 1
c. >42 days 1 1 1 1

Postpartum 
(breastfeeding women§)

a. <21 days 4 2 2 2
b. 21 to <30 days

 i. With other risk factors for VTE (such as age ≥35 years, previous 
VTE, thrombophilia, immobility, transfusion at delivery, BMI 
≥30 kg/m2, postpartum hemorrhage, postcesarean delivery, 
preeclampsia or smoking)

3† 2 2 2

 ii. Without other risk factors for VTE 3 2 2 2
c. 30–42 days

 i. With other risk factors for VTE (such as age ≥35 years, previ-
ous VTE, thrombophilia, immobility, transfusion at delivery, 
BMI ≥30, postpartum hemorrhage, postcesarean delivery, 
preeclampsia or smoking)

3† 1 1 1

 ii. Without other risk factors for VTE 2 1 1 1
d. >42 days 2 1 1 1

Postpartum 
(breastfeeding or nonbreastfeeding women, including 
postcesarean delivery)

a. <10 min after delivery of the placenta 2 1
b. 10 min after delivery of the placenta to <4 wks 2 2
c. ≥4 wks 1 1
d. Puerperal sepsis 4 4

Abbreviations: COC = combined oral contraceptives; P = combined hormonal patch; R = combined vaginal ring; POP = progestin-only pill; DMPA = depot 
medroxyprogesterone acetate; IUD = intrauterine device; LNG-IUD = levonorgestrel-releasing IUD; Cu-IUD = copper-bearing IUD; VTE = venous thromboembolism; 
CHC = combined hormonal contraceptive; BMI = body mass index (weight [kg] / height [m2]).
* Categories: 1 = a condition for which there is no restriction for the use of the contraceptive method, 2 = a condition for which the advantages of using the method 

generally outweigh the theoretical or proven risks, 3 = a condition for which the theoretical or proven risks usually outweigh the advantages of using the method, 
4 = a condition that represents an unacceptable health risk if the contraceptive method is used.

† Clarification: For women with other risk factors for VTE, these risk factors might increase the classification to a “4”; for example, smoking, deep venous thrombosis/
pulmonary embolism, known thrombogenic mutations, and peripartum cardiomyopathy.

§ The breastfeeding recommendations are divided by month in U.S. Medical Eligibility Criteria for Contraceptive Use, 2010. They have been divided by days for purposes 
of integration with the postpartum recommendations.
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Abstract

Background: Screening lowers colorectal cancer (CRC) incidence and mortality. CRC is preventable through the removal 
of premalignant polyps and is curable if diagnosed early. Increased CRC screening and reduced CRC incidence and 
mortality are among the Healthy People 2020 objectives.
Methods: CRC screening data are reported using information from 2002–2010 Behavioral Risk Factor Surveillance 
System surveys. State-specific CRC incidence and mortality data were drawn from the United States Cancer Statistics.  
Annual percentage changes (APCs) in incidence and death rates from 2003 to 2007 were calculated by state. 
Results: From 2002 to 2010, the percentage of persons aged 50–75 years who were adequately screened for colorectal 
cancer increased from 52.3% to 65.4%. In 2007, CRC incidence ranged from 34.3 per 100,000 population in Utah to 
56.9 in North Dakota; death rates ranged from 12.3 per 100,000 in Utah to 21.1 in the District of Columbia (DC). 
From 2003 to 2007, CRC incidence declined significantly in 35 states, and mortality declined in 49 states and DC, with 
APCs ranging from 1.0% per year in Alabama to 6.3% per year in Rhode Island. 
Conclusions: CRC incidence and mortality have declined in recent years throughout the United States, and CRC 
screening has increased. 
Implications for Public Health Practice: Continued declines in incidence and mortality are expected as past and current 
public health emphasis on the importance of CRC screening become evident with the increase in screening. To ensure these 
gains continue, CRC screening should be accessible and used as recommended by all eligible persons in the United States. 

Introduction
Colorectal cancer (CRC) is the second most commonly 

diagnosed cancer and the second leading cause of cancer 
mortality in the United States among cancers that affect both 
men and women (1). Strong evidence indicates that screening 
for CRC reduces the incidence of and mortality from the 
disease (2). Screening tests for CRC, including fecal occult 
blood testing (FOBT), sigmoidoscopy, and colonoscopy, used 
at appropriate intervals, reduce incidence and mortality through 
prevention (identification and removal of premalignant polyps) 
and early detection (2). Since 1996, the United States Preventive 
Services Task Force (USPSTF) and other organizations have 
recommended CRC screening for persons aged ≥50 years. 
In 2008, updated guidelines from USPSTF recommended 
that routine screening continue only until age 75 years, based 
on review of the risks and benefits of screening (2). Despite 
the evidence linking CRC screening to lower incidence and 
mortality, a significant number of age-eligible persons in the 
United States have not received potentially life-saving screening. 

Healthy People 2020 (HP 2020) objectives call for reducing 
the incidence of CRC to 38.6 per 100,000 population, reducing 

the death rate to 14.5 per 100,000 population, and increasing 
the prevalence of CRC screening to 70.5% (3). This report 
updates CRC screening prevalence data with data from the 2010 
Behavioral Risk Factor Surveillance System (BRFSS) survey and 
presents state-specific data for CRC incidence and death rates 
for 2007 and annual percentage changes from 2003 to 2007.

Methods
BRFSS is a state-based, random–digit-dialed telephone 

survey of the civilian, noninstitutionalized adult population 
that collects information on health risk behaviors, preventive 
health practices, and health-care access in the United States 
(4). Survey data were available for all 50 states (except for 
Hawaii in 2004) and the District of Columbia (DC). For 
2010, the median Council of American Survey and Research 
Organizations (CASRO) response rate for BRFSS was 54.6%, 
and the median cooperation rate was 76.9% (4). 

During 2002–2010, every 2 years, respondents aged ≥50 
years were asked whether they have ever used a “special kit at 
home to determine whether the stool contains blood (fecal 
occult blood test [FOBT]),” whether they have ever had a “tube 

Vital Signs: Colorectal Cancer Screening, Incidence, and Mortality — 
United States, 2002–2010
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inserted into the rectum to view the colon for signs of cancer 
or other health problems (sigmoidoscopy or colonoscopy),” 
and when these tests were last performed. CDC calculated 
the percentage of adults who reported having had an FOBT 
within the past year or lower endoscopy (i.e., sigmoidoscopy 
or colonoscopy) within the preceding 10 years, enabling 
comparison with previous reports (5). This analysis is restricted 
to persons aged 50–75 years, in accordance with the USPSTF 
recommended age range for screening (2). Respondents who 
refused to answer, had a missing answer, or who answered “don’t 
know/not sure” were excluded from the analysis. Data were 
weighted to the age, sex, and racial/ethnic distribution of each 
state’s adult population using intercensal estimates and were 
age-standardized to the 2010 BRFSS population.

United States Cancer Statistics (USCS) (1) provides official 
federal statistics on cancer incidence (newly diagnosed cases) 
and cancer deaths in each state, using data from the National 
Program of Cancer Registries (NPCR) and/or the Surveillance, 
Epidemiology, and End Results (SEER) Program and from 
the National Vital Statistics System. In 2007, the most recent 
year for which incidence data were available, 49 states and 
DC met USCS data criteria representing 99.2% of the U.S. 
population. Incidence trend analyses included new cases of 
colorectal cancer diagnosed during 2003–2007 from NPCR/
SEER registries that met USCS criteria for every year of the 
study period; 48 states and DC, representing 97.2% of the U.S. 
population, were included. Incident colorectal cancers were 
coded according to the International Classification of Disease 
for Oncology, Third Edition (ICD-O-3). 

Cancer mortality statistics are based on information from all 
death certificates filed in the 50 states and DC and therefore 
cover 100% of the U.S. population. All reported deaths with 
CRC identified as the underlying cause of death according 
to the International Classification of Diseases, Tenth Revision 
(ICD-10) during 2003–2007 were included in this analysis. For 
trends in incidence and mortality, annual percentage changes 
(APCs) are reported, using the weighted least squares method 
and the joinpoint regression program. Population estimates for 
the denominators of incidence and death rates were from the 
U.S. Census, as modified by SEER (1). Data were age-adjusted 
to the 2000 U.S. standard population by the direct method; 
corresponding 95% confidence limits (CLs) were calculated as 
modified gamma intervals (6). Rates and APCs are shown for 
all races/ethnicities, and all age groups combined for each state. 

Results
The 2010 BRFSS survey was administered to 236,186 

persons aged 50–75 years. In this population, the overall 
age-adjusted combined CRC screening (FOBT and lower 
endoscopy) increased from 52.3% in 2002 to 65.4% in 2010 

(Table, Figure 1). From 2002 to 2010, FOBT use declined 
from 21.1% to 11.8%.

During 2003–2007, a total of 722,542 CRC cases were 
reported in the United States. Overall age-adjusted CRC 
incidence rates decreased from 52.3 per 100,000 in 2003 to 45.5 
per 100,000 in 2007 (an APC of 3.4% per year), representing 
65,994 fewer new cases of cancer than expected during this 
period (2003–2007) compared with 2002. In 2007, North 
Dakota reported the highest CRC incidence (56.9 per 100,000) 
and Utah reported the lowest (34.3) (Figure 2). CRC incidence 
rates decreased significantly in 35 states from 2003 to 2007, 
with Maryland reporting the largest percentage decrease in CRC 
incidence (6.5% per year) (Table). 

During 2003–2007, a total of 268,783 CRC deaths were 
reported in the United States. The overall age-adjusted CRC 
death rate decreased from 19.0 per 100,000 in 2003 to 16.7 
per 100,000 in 2007 (an APC of 3.0% per year), representing 
31,800 fewer deaths than expected during this period 
(2003–2007) compared with 2002. In 2007, DC reported the 
highest CRC mortality (21.1 per 100,000), and Colorado and 
Montana reported the lowest (14.1 per 100,000) (Figure 2). 
CRC mortality rates decreased significantly in 49 states and 
DC from 2003-2007, with Rhode Island reporting the largest 
decrease in CRC mortality (6.3% per year). 

Conclusion and Comments
CRC incidence decreased by 3.4% per year, and the CRC 

death rate decreased by 3.0% per year from 2003 to 2007 in the 
United States. These decreases in CRC incidence and mortality 
represent approximately 66,000 fewer new cases and 32,000 
fewer deaths than expected from 2003 to 2007, compared 
with 2002. A total of 35 states had significant decreases in 
CRC incidence. Forty-nine states and DC experienced a 
statistically significant decrease in CRC mortality, with the 
largest declines occurring in states with some of the highest 
screening prevalence. Approximately 50% of the improvement 
in mortality can be attributed to increased screening, with 
35% attributed to reductions in risk factors such as smoking 
and obesity, and 12% to improved CRC treatment (7). For 
incidence, CRC screening and changes in risk factors each 
accounted for 50% of the decline (7).

The decreases in CRC incidence and mortality from 2003 
to 2007 were part of a larger U.S. trend from 1975 to 2007 
(Figure 3). According to SEER statistics, beginning in 1975, 
CRC incidence increased from 59.5 per 100,000 population 
to 66.3 in 1985, before declining steadily to 44.7 in 2007. The 
CRC death rate declined from 28.6 in 1976 to 16.7 in 2007 
(http://seer.cancer.gov/csr/1975_2007/index.html). However, 
CRC incidence and death rates overall remained above the 

http://seer.cancer.gov/csr/1975_2007/index.html
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TABLE. Annual percentage change (APC)* in colorectal cancer death and incidence† rates from 2003 to 2007, and percentage of respondents 
aged 50–75 years with up-to-date screening in 2010, by state/area — United States

State/Area

Mortality Incidence Screening§

APC
2003 to 2007 (95% CL)

APC
2003 to 2007 (95% CL) % (95% CL)

United States -3.0 (-4.2, -1.7) -3.4 (-3.7, -3.2) 65.4 (65.0, 65.8)
Alabama -1.0 (-1.3, -0.7) -0.7¶ (-2.2, 0.8) 63.4 (61.3, 65.4)
Alaska -1.5 (-2.3, -0.8) -6.2¶ (-17.0, 6.1) 59.3 (55.0, 63.5)
Arizona -2.0 (-2.3, -1.6) -6.3 (-9.0, -3.4) 63.4 (60.5, 66.3)
Arkansas -3.0 (-4.4, -1.7) -3.0 (-5.3, -0.6) 59.4 (56.8, 62.0)
California -2.2 (-2.3, -2.1) -1.9 (-3.4, -0.4) 64.1 (62.7, 65.5)
Colorado -4.6 (-8.6, -0.4) -3.9 (-7.4, -0.4) 66.0 (64.5, 67.5)
Connecticut -5.1 (-6.3, -3.8) -4.7 (-7.5, -1.8) 75.6 (73.6, 77.4)
Delaware -2.1 (-2.4, -1.7) -1.7¶ (-6.4, 3.3) 71.0 (68.5, 73.3)
District of Columbia -1.6 (-1.9, -1.2) -5.1¶ (-13.6, 4.1) 70.7 (68.2, 73.2)
Florida -2.9 (-3.5, -2.2) -4.5 (-5.7, -3.3) 67.3 (65.7, 68.9)
Georgia -3.1 (-4.1, -2.1) -2.7 (-5.1, -0.3) 67.4 (65.2, 69.4)
Hawaii -1.5 (-1.8, -1.1) -2.9¶ (-6.1, 0.4) 62.0 (59.8, 64.2)
Idaho -1.9 (-2.4, -1.4) -3.6 (-6.3, -0.8) 57.0 (55.0, 58.9)
Illinois -2.1 (-2.4, -1.9) -2.4 (-4.0, -0.7) 59.4 (57.0, 61.7)
Indiana -3.6 (-5.4, -1.8) -3.6 (-4.8, -2.4) 61.8 (60.1, 63.6)
Iowa -2.8 (-3.6, -1.9) -3.0 (-5.1, -0.9) 63.8 (61.8, 65.7)
Kansas -1.7 (-2.0, -1.4) -3.6 (-6.4, -0.7) 63.7 (62.1, 65.3)
Kentucky -1.6 (-2.0, -1.3) -2.5 (-3.5, -1.5) 62.4 (60.2, 64.5)
Louisiana -4.5 (-6.6, -2.3) -2.2 (-4.1, -0.3) 60.8 (58.9, 62.6)
Maine -2.5 (-2.9, -2.2) -4.0 (-6.6, -1.4) 73.7 (72.1, 75.2)
Maryland -3.1 (-3.6, -2.7) -6.5 (-9.0, -4.0) 72.6 (70.8, 74.3)
Massachusetts -5.3 (-7.0, -3.5) -6.0 (-7.4, -4.7) 75.8 (74.4, 77.2)
Michigan -2.4 (-2.6, -2.1) -3.5 (-5.6, -1.5) 70.1 (68.5, 71.6)
Minnesota -2.4 (-2.9, -2.0) -2.4 (-4.0, -0.7) 70.7 (68.7, 72.5)
Mississippi -0.1¶ (-0.4, 0.1) -2.1¶ (-4.4, 0.3) 58.2 (56.3, 60.0)
Missouri -3.6 (-5.2, -2.0) -2.7¶ (-5.5, 0.1) 63.5 (61.0, 66.0)
Montana -1.6 (-2.0, -1.3) -2.2 (-4.3, 0.0) 58.7 (56.8, 60.7)
Nebraska -1.5 (-1.7, -1.3) -1.0¶ (-4.7, 2.9) 60.4 (58.6, 62.1)
Nevada -1.1 (-1.5, -0.8) NS NS 57.7 (54.4, 61.0)
New Hampshire -2.3 (-2.7, -2.0) -4.6 (-8.5, -0.5) 75.7 (73.9, 77.4)
New Jersey -2.8 (-3.0, -2.5) -4.0 (-6.3, -1.7) 65.5 (63.8, 67.2)
New Mexico -1.2 (-1.5, -0.9) -3.6 (-6.4, -0.7) 60.1 (58.2, 62.1)
New York -4.7 (-5.7, -3.7) -3.8 (-5.5, -2.2) 70.1 (68.4, 71.7)
North Carolina -2.2 (-2.7, -1.8) -2.4¶ (-5.9, 1.1) 68.9 (67.2, 70.5)
North Dakota -2.3 (-3.2, -1.5) -1.4¶ (-7.5, 5.1) 58.4 (56.3, 60.5)
Ohio -2.1 (-2.3, -1.9) -2.7 (-4.5, -0.9) 63.4 (61.7, 65.1)
Oklahoma -1.0 (-1.2, -0.8) -1.4 (-2.4, -0.4) 54.9 (53.1, 56.6)
Oregon -1.6 (-1.9, -1.4) -4.3 (-6.1, -2.5) 64.8 (62.7, 66.8)
Pennsylvania -3.4 (-4.2, -2.6) -2.8 (-3.9, -1.7) 67.0 (65.4, 68.6)
Rhode Island -6.3 (-10.3, -2.2) -1.9¶ (-5.4, 1.7) 74.7 (72.8, 76.4)
South Carolina -1.9 (-2.5, -1.4) -5.6 (-7.5, -3.6) 65.1 (63.0, 67.2)
South Dakota -4.3 (-7.1, -1.5) -3.4¶ (-8.0, 1.5) 64.4 (62.4, 66.4)
Tennessee -1.4 (-1.8, -1.1) NS NS 61.2 (58.8, 63.6)
Texas -2.5 (-2.9, -2.2) -2.9 (-3.8, -1.9) 59.9 (57.9, 61.7)
Utah -4.4 (-7.1, -1.7) -4.8 (-8.1, -1.4) 67.5 (65.8, 69.1)
Vermont -2.2 (-2.7, -1.7) -3.3¶ (-9.8, 3.6) 71.7 (70.0, 73.3)
Virginia -3.8 (-5.2, -2.4) -4.5 (-6.0, -2.9) 68.1 (65.6, 70.6)
Washington -3.6 (-5.3, -1.8) -4.5 (-7.0, -1.9) 72.4 (71.3, 73.4)
West Virginia -3.1 (-5.4, -0.7) -4.2 (-6.6, -1.7) 54.7 (52.3, 57.0)
Wisconsin -4.4 (-6.2, -2.6) -6.0 (-10.2, -1.6) 68.9 (66.6, 71.2)
Wyoming -3.3 (-5.0, -1.6) -2.8¶ (-11.0, 6.2) 57.6 (55.7, 59.5)

Abbreviation: CL = confidence limits; NS = not shown; state did not meet United States Cancer Statistics (USCS) publication criteria for 2003–2007.
Sources: Mortality data are provided by the National Vital Statistics System, covering 100% of the U.S. population.
Cancer incidence combines cancer registry data from the National Program of Cancer Registries and the Surveillance, Epidemiology and End Results Program that met USCS publication 
criteria for 2003–2007, covering 97.2% of the U.S. population. Additional information available at http://www.cdc.gov/uscs.
Colorectal cancer screening data are from the 2010 Behavioral Risk Factor Surveillance System (BRFSS) survey. Available at http://www.cdc.gov/brfss.
* Calculated using weighted least squares method and joinpoint regression modeling.
† Per 100,000 population, age-adjusted to the 2000 U.S. standard population.
§ Percentage of persons aged 50–75 years who reported receiving a fecal occult blood test within 1 year or a lower endoscopy (i.e., sigmoidoscopy or colonoscopy) within 10 years; age-

standardized to the 2010 BRFSS population aged 50–75 years.
¶ The APC was not significantly different from zero (p≥0.05).

http://www.cdc.gov/uscs
http://www.cdc.gov/brfss
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HP 2020 targets of 38.6 per 100,000 and 14.5 per 100,000, 
respectively (Figure 3).

The prevalence of being up-to-date with CRC screening 
improved with 65.4% reporting being screened at recommended 
intervals (2). This represents a substantial improvement in 
the past decade; only 40.9% of U.S. residents reported CRC 
screening in 1997 (8). Endoscopy is currently the predominant 
screening modality in the United States; 61.8% of U.S. residents 
aged 50–75 years reported lower endoscopy within the past 10 
years. A recent report estimated that, in 2005, colonoscopy use 
prevented an estimated 7,000 CRC deaths, but an additional 
14,000 CRC deaths could have been prevented that year if more 
persons had undergone colonoscopy (9). If the HP 2020 target 
for CRC screening (70.5%) is met, almost 1,000 additional 
deaths will be averted per year (10).

More than one third of respondents reported not being up-to-
date with screening. A recent review of predictors of CRC screening 
found that physician recommendation continues to be a major 
facilitator of screening and a barrier when no recommendation is 
made (11). Lack of knowledge about CRC screening, lack of health 
insurance, lower income and education, and being from a racial or 
ethnic minority group were additional barriers to screening (11). 
A survey of U.S. and Canada residents regarding their preference 
for CRC screening reported that 31% of survey respondents in 
the United States would choose not to be screened for CRC even 
when their preferred screening test was offered (12). Given provider 
influence on patients’ use of CRC screening, this appears to provide 
an opportunity to recommend screening to eligible patients. 

The medical and societal costs of CRC are substantial. 
Estimated direct medical costs for CRC care in 2010 were $14 
billion, with projected costs of up to $20 billion by 2020 (13). 
In 2006, estimated lost productivity costs for persons who died 
from CRC were $15.3 billion (14). This equals $288,468 of 
lost productivity per CRC death in 2006 (14). Screening costs 
per person vary by test. The lifetime (age 50–80 years) average 
per person cost of screening ranges from $71 per person for 
guaiac-based FOBT to $1,397 per person for colonoscopy (15). 

CDC established the Colorectal Cancer Control Program in 
2009, funding a total of 22 states and four tribal organizations 
to promote CRC screening and increase population-level 
screening rates to 80% and, subsequently, to reduce CRC 
incidence and mortality. In 2010, three additional states 
were funded, bringing the total number of grantees to 29. 
Grantees work through partnership with state and local 
organizations, Federally Qualified Health Centers, and other 
health-care systems that will be critical to effect population-
level change. Many of the program strategies draw from the 
Community Guide to Preventive Services, which has identified 
evidence-based interventions to increase cancer screening in 
communities by targeting providers and the general population 
(available at http://www.thecommunityguide.org/index.html.) 

Implementation of the Affordable Care Act is expected 
to remove financial barriers to CRC screening. However, 
additional effort will be needed to improve population-based 
screening and outcomes. Targeting systems-level changes and 
providers might be an effective method to improve CRC 
screening and follow-up in health-care systems. For example, 
from 2005 to 2009, Kaiser Northern California doubled 
its up-to-date CRC screening from 35% to 69% among 
commercially insured enrollees and increased screening for 
Medicare enrollees from 46% to 75% (16) by implementing 
a highly organized screening program based on evidence-based 
recommendations from the Community Guide. These strategies 
also have been effective at the community-level to improve 
CRC screening (17). State health departments should build 
on existing infrastructure and seek opportunities to develop 
highly-organized screening service delivery systems and 
enhance assurance of screening service delivery. State health 
departments could work with Medicaid to institute policies 
that facilitate systematic screening programs for the Medicaid 
population and design systems that allow linkage of Medicaid 
enrollee data to other datasets, if such linkages are allowed by 
the state or jurisdiction. This would enable identification and 
active recruitment for screening, and develop program registries 
to monitor participation, diagnostic follow-up, treatment 
initiation and long-term outcomes. 

FIGURE 1. Percentage of respondents aged 50–75 years who reported 
receiving a fecal occult blood test (FOBT) within 1 year and/or a lower 
endoscopy* within 10 years and Healthy People 2020 (HP 2020) target — 
Behavioral Risk Factor Surveillance System (BRFSS) surveys, United States, 
2002, 2004, 2006, 2008, and 2010†

* Sigmoidoscopy or colonoscopy.
† Age-standardized to the population aged 50–75 years in the 2010 BRFSS 

survey.
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FIGURE 2. Colorectal cancer incidence and death rates* — United 
States, 2007

Sources: Cancer incidence combines cancer registry data from the National 
Program of Cancer Registries and the Surveillance, Epidemiology, and End 
Results Program that meet United States Cancer Statistics publication criteria 
for 2007, covering 99.2% of the U.S. population. Additional information available 
at http://www.cdc.gov/uscs.
Mortality data are provided by the National Vital Statistics System, covering 
100% of the U.S. population. 
* Per 100,000 population, age-adjusted to the 2000 U.S. standard population. 
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The findings in this report are subject to at least four limitations. 
First, because BRFSS is administered by telephone, only adults living 
in households with landline telephones are represented; therefore, 
the results might not be representative of the entire U.S. population. 
Adults living in wireless-only households tend to be younger, to 
have lower incomes, and to be members of minority populations, 
which might result in overestimates (18). Second, responses are self-
reported and not confirmed by review of medical records. Third, 
the survey response rate was relatively low and variable among 
states. Fourth, the percentages of adults who reported having had 
an FOBT in the past year and/or lower endoscopy within the 
preceding 10 years are presented to enable comparison with previous 
reports. However, USPSTF states that modeling evidence suggests 
CRC screening using any of the following three regimens will be 
approximately equally effective in life-years gained: 1) annual FOBT, 
2) sigmoidoscopy every 5 years combined with FOBT every 3 years, 
or 3) colonoscopy at intervals of 10 years (2).

Recent significant improvements in CRC screening in the 
United States have contributed to reductions in incidence and 
death rates, but HP 2020 targets have not yet been reached. 
Adherence to recommended CRC screening recommendations 
will prevent more CRC cases and deaths. 

FIGURE 3. Age-adjusted colorectal cancer incidence and death rates* 
and Healthy People 2020 (HP 2020) targets — United States,1975–2007
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Sources: Incidence data are provided from nine areas (San Francisco, 
Connecticut, Detroit, Hawaii, Iowa, New Mexico, Seattle, Utah, and Atlanta) of 
the Surveillance, Epidemiology, and End Results (SEER) Program. Additional 
information available at http://seer.cancer.gov.
Mortality data are provided by U.S. Mortality Files of the National Vital Statistics 
System.
* Per 100,000 population, age-adjusted to the 2000 U.S. standard population.
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Key Points

•	 Colorectal	cancer	(CRC)	incidence	decreased	13%	and	
mortality decreased 12% from 2003 to 2007, a decline of 
approximately 66,000 cases and 32,000 deaths compared 
with 2002. 

•	 Screening	prevented	approximately	half	of	the	expected	
new CRC cases and deaths during 2003–2007 (33,000 
new cases and 16,000 deaths).

•	 A	total	of	$288,468	in	productivity	was	lost	per	CRC	
death in 2006.

•	 Approximately	22	million	U.S.	residents	aged	50–75	
years have never been screened for CRC.

•	 Innovative	systems-level	changes	should	be	developed	
to make screening available, affordable, and routine for 
all adults aged 50–75 years.

•	 Additional	information	is	available	at	http://www.cdc.
gov/vitalsigns. 
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Botulism Caused by Consumption of 
Commercially Produced Potato Soups Stored 
Improperly — Ohio and Georgia, 2011

In January and April 2011, CDC provided antitoxin for 
treatment of two persons with toxin type A botulism associated 
with consumption of potato soup produced by two companies. 
On January 28, 2011, an Ohio resident, aged 29 years, was 
hospitalized after 5 days of progressive dizziness, blurred vision, 
dysphagia, and difficulty breathing. The patient required 
mechanical ventilation and botulism antitoxin. On January 18, 
he had tasted potato soup from a bulging plastic container, 
noted a bad taste, and discarded the remainder. The soup had 
been purchased on December 7, 2010, from the refrigerated 
section of a local grocer, but it had been kept unrefrigerated 
for 42 days. He was hospitalized for 57 days and then was 
transferred with residual weakness to a rehabilitation facility. 

On April 8, 2011, a Georgia resident, aged 41 years, was 
hospitalized after 4 days of progressive dizziness and dysphagia. 
The patient developed respiratory distress, required mechanical 
ventilation, and was treated with botulism antitoxin. On 
April 3, she had tasted potato soup purchased from a local 
grocer, noted a sour taste, and discarded the remainder. The 
soup, stored in a plastic container labeled “keep refrigerated” 
in letters 1/8 inch tall, had been purchased on March 16, but 
had been left unrefrigerated for 18 days. She was hospitalized 
for 16 days and then was transferred with residual weakness 
to a rehabilitation facility.

Botulism is caused by a paralyzing toxin produced by 
Clostridium botulinum bacteria. C. botulinum spores are present 
in soil and can be found on raw produce, especially potatoes 
and other root vegetables (1). If a low-acid food such as potato 
soup is stored unrefrigerated in an anaerobic environment (e.g., 
a sealed container), without a barrier to bacterial growth, spores 
can germinate, resulting in bacterial growth and botulinum 
toxin production (2). Because heating food to a temperature 
of 185°F (85°C) for 5 minutes inactivates the toxin, proper 
preparation also is an important safeguard (3).

Improper storage has been documented in previous botulism 
outbreaks associated with commercially produced, chilled 

Notes from the Field

foods. Since 1975, 19 U.S. botulism cases were linked to six 
such products. Demand for prepared, chilled foods is increasing 
(4). Labels advising refrigeration might be ignored or not 
noticed, and do not warn about the danger of consuming 
unrefrigerated food. The Food and Drug Administration is 
reexamining labeling requirements. Storage at an improper 
temperature also can occur before products reach consumers 
(5). To inhibit the growth of C. botulinum and other microbes, 
an acidifying agent or other microbial inhibitor, such as citric 
or phosphoric acid, can be added to prepared, chilled foods 
before they are sealed in a package. This procedure was used 
successfully to reduce the danger of botulism from commercial 
garlic-in-oil products after two outbreaks (6).
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* Includes all 50 states and the District of Columbia.
† Includes persons of Hispanic and non-Hispanic ethnicity.

In 2007, the mortality rate for infants of mothers born in the United States (7.15 per 1,000 live births) was 40% higher than the 
rate for infants of mothers born outside the United States (5.10). Mortality rates for infants of non-Hispanic white, non-Hispanic 
black, and Asian/Pacific Islander mothers were significantly higher for infants of mothers born in the United States compared 
with infants of mothers born elsewhere. Among Hispanic populations, only mothers of Mexican descent born in the United 
States had infants with higher mortality rates compared with infants of mothers born elsewhere. Differences for other racial/
ethnic populations were not statistically significant. 

Source: Mathews TJ, MacDorman MF. Infant mortality statistics from the 2007 period linked birth/infant death data set. Natl Vital Stat Rep 
2011;59(6). Available at http://www.cdc.gov/nchs/data/nvsr/nvsr59/nvsr59_06.pdf. 
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TABLE I. Provisional cases of infrequently reported notifiable diseases (<1,000 cases reported during the preceding year) — United States, week ending 
July 2, 2011 (26th week)*

Disease
Current 

week
Cum 
2011

5-year 
weekly 

average†

Total cases reported  for previous years
States reporting cases 

during current week (No.)2010 2009 2008 2007 2006

Anthrax — — — — 1 — 1 1
Arboviral diseases§, ¶:

California serogroup virus disease — — 2 75 55 62 55 67
Eastern equine encephalitis virus disease — — 0 10 4 4 4 8
Powassan virus disease — — 0 8 6 2 7 1
St. Louis encephalitis virus disease — — 1 10 12 13 9 10
Western equine encephalitis virus disease — — — — — — — —

Babesiosis 8 61 3 NN NN NN NN NN NY (8)
Botulism, total — 39 3 112 118 145 144 165

foodborne — 4 0 7 10 17 32 20
infant — 29 2 80 83 109 85 97
other (wound and unspecified) — 6 1 25 25 19 27 48

Brucellosis 2 32 2 115 115 80 131 121 NE (1), TX (1)
Chancroid — 10 0 24 28 25 23 33
Cholera — 18 0 13 10 5 7 9
Cyclosporiasis§ 2 61 7 179 141 139 93 137 VA (1), FL (1)
Diphtheria — — — — — — — —
Haemophilus influenzae,** invasive disease (age <5 yrs):

serotype b — 3 0 23 35 30 22 29
nonserotype b — 54 4 200 236 244 199 175
unknown serotype 2 130 4 223 178 163 180 179 PA (1), OR (1)

Hansen disease§ — 21 2 98 103 80 101 66
Hantavirus pulmonary syndrome§ — 7 1 20 20 18 32 40
Hemolytic uremic syndrome, postdiarrheal§ 2 47 7 266 242 330 292 288 NY (1), TN (1)
Influenza-associated pediatric mortality§,†† — 108 2 61 358 90 77 43
Listeriosis 3 207 18 821 851 759 808 884 FL (1), TN (1), CA (1)
Measles§§ 1 127 3 63 71 140 43 55 NY (1)
Meningococcal disease, invasive¶¶:

A, C, Y, and W-135 — 99 5 280 301 330 325 318
serogroup B — 54 4 135 174 188 167 193
other serogroup — 5 0 12 23 38 35 32
unknown serogroup 2 238 10 406 482 616 550 651 NY (1), MO (1)

Novel influenza A virus infections*** — 1 0 4 43,774 2 4 NN
Plague — 1 0 2 8 3 7 17
Poliomyelitis, paralytic — — — — 1 — — —
Polio virus Infection, nonparalytic§ — — — — — — — NN
Psittacosis§ — 1 0 4 9 8 12 21
Q fever, total§ — 30 4 131 113 120 171 169

acute — 19 2 106 93 106 — —
chronic — 11 0 25 20 14 — —

Rabies, human — 1 0 2 4 2 1 3
Rubella††† — 3 0 5 3 16 12 11
Rubella, congenital syndrome — — — — 2 — — 1
SARS-CoV§ — — — — — — — —
Smallpox§ — — — — — — — —
Streptococcal toxic-shock syndrome§ 1 62 2 148 161 157 132 125 NY (1)
Syphilis, congenital (age <1 yr)§§§ — 72 8 377 423 431 430 349
Tetanus — 4 0 10 18 19 28 41
Toxic-shock syndrome (staphylococcal)§ — 39 2 82 74 71 92 101
Trichinellosis — 7 0 7 13 39 5 15
Tularemia 2 34 5 124 93 123 137 95 MO (1), WA (1)
Typhoid fever 3 170 7 468 397 449 434 353 NE (1), GA (1), CA (1)
Vancomycin-intermediate Staphylococcus aureus§ — 26 1 91 78 63 37 6
Vancomycin-resistant Staphylococcus aureus§ — — — 2 1 — 2 1
Vibriosis (noncholera Vibrio species infections)§ 12 182 12 848 789 588 549 NN MD (2), GA (1), FL (5), TX (1), CA (3)
Viral hemorrhagic fever¶¶¶ — — — 1 NN NN NN NN
Yellow fever — — — — — — — —

See Table 1 footnotes on next page.
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Notifiable Disease Data Team and 122 Cities Mortality Data Team

 Jennifer Ward, MS
Deborah A. Adams  Rosaline Dhara
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* Ratio of current 4-week total to mean of 15 4-week totals (from previous, comparable, and subsequent 4-week 
periods for the past 5 years). The point where the hatched area begins is based on the mean and two standard 
deviations of these 4-week totals.

FIGURE I. Selected notifiable disease reports, United States, comparison of provisional 4-week 
totals July 2, 2011, with historical data
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TABLE I. (Continued) Provisional cases of infrequently reported notifiable diseases (<1,000 cases reported during the preceding year) — United States, week 
ending July 2, 2011 (26th week)*

—: No reported cases. N: Not reportable. NN: Not Nationally Notifiable. Cum: Cumulative year-to-date counts.
 * Case counts for reporting years 2010 and 2011 are provisional and subject to change. For further information on interpretation of these data, see http://www.cdc.gov/osels/ph_surveillance/

nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf. 
 † Calculated by summing the incidence counts for the current week, the 2 weeks preceding the current week, and the 2 weeks following the current week, for a total of 5 preceding years. 

Additional information is available at http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/5yearweeklyaverage.pdf.
 § Not reportable in all states. Data from states where the condition is not reportable are excluded from this table except starting in 2007 for the arboviral diseases, STD data, TB data, and 

influenza-associated pediatric mortality, and in 2003 for SARS-CoV. Reporting exceptions are available at http://www.cdc.gov/osels/ph_surveillance/nndss/phs/infdis.htm. 
 ¶ Includes both neuroinvasive and nonneuroinvasive. Updated weekly from reports to the Division of Vector-Borne Infectious Diseases, National Center for Zoonotic, Vector-Borne, and 

Enteric Diseases (ArboNET Surveillance). Data for West Nile virus are available in Table II.
 ** Data for H. influenzae (all ages, all serotypes) are available in Table II.
 †† Updated weekly from reports to the Influenza Division, National Center for Immunization and Respiratory Diseases. Since October 3, 2010, 112 influenza-associated pediatric deaths 

occurring during the 2010-11 influenza season have been reported. 
 §§ The one measles case reported for the current week was imported.
 ¶¶ Data for meningococcal disease (all serogroups) are available in Table II.
 *** CDC discontinued reporting of individual confirmed and probable cases of 2009 pandemic influenza A (H1N1) virus infections on July 24, 2009. During 2009, four cases of human infection 

with novel influenza A viruses, different from the 2009 pandemic influenza A (H1N1) strain, were reported to CDC. The four cases of novel influenza A virus infection reported to CDC 
during 2010, and the one case reported during 2011, were identified as swine influenza A (H3N2) virus and are unrelated to the 2009 pandemic influenza A (H1N1) virus. Total case counts 
for 2009 were provided by the Influenza Division, National Center for Immunization and Respiratory Diseases (NCIRD).

 ††† No rubella cases were reported for the current week.
 §§§ Updated weekly from reports to the Division of STD Prevention, National Center for HIV/AIDS, Viral Hepatitis, STD, and TB Prevention.
 ¶¶¶ There was one case of viral hemorrhagic fever reported during week 12 of 2010. The one case report was confirmed as lassa fever. See Table II for dengue hemorrhagic fever.

http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/5yearweeklyaverage.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/infdis.htm
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TABLE II. Provisional cases of selected notifiable diseases, United States, weeks ending July 2, 2011, and July 3, 2010 (26th week)*

Reporting area

Chlamydia trachomatis infection Coccidioidomycosis Cryptosporidiosis

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010Med Max Med Max Med Max

United States 9,778 25,748 31,142 625,202 639,499 79 0 570 8,041 NN 59 92 374 1,990 3,103
New England 844 839 2,043 21,493 19,843 — 0 1 1 NN — 5 29 94 245

Connecticut 152 234 1,557 4,721 4,817 — 0 0 — NN — 0 24 24 77
Maine† — 57 100 1,453 1,229 — 0 0 — NN — 0 7 3 29
Massachusetts 527 404 860 11,015 10,247 — 0 0 — NN — 2 9 32 64
New Hampshire 34 53 81 1,433 1,153 — 0 1 1 NN — 1 3 15 33
Rhode Island† 104 69 154 2,129 1,773 — 0 0 — NN — 0 2 1 10
Vermont† 27 26 84 742 624 — 0 0 — NN — 1 5 19 32

Mid. Atlantic 1,583 3,315 5,069 79,834 83,710 — 0 1 3 NN 14 15 38 324 314
New Jersey 77 481 684 10,763 13,115 — 0 0 — NN — 1 4 18 13
New York (Upstate) 702 713 2,099 17,807 16,091 — 0 0 — NN 7 3 13 68 62
New York City 172 1,145 2,612 26,023 31,249 — 0 0 — NN — 2 6 30 35
Pennsylvania 632 953 1,228 25,241 23,255 — 0 1 3 NN 7 8 26 208 204

E.N. Central 785 4,034 7,039 92,849 100,560 1 0 3 23 NN 2 23 137 426 819
Illinois — 1,103 1,320 22,119 29,696 — 0 0 — NN — 1 21 4 98
Indiana 282 453 3,376 14,135 9,115 — 0 0 — NN — 4 15 41 123
Michigan 365 937 1,398 23,446 25,176 1 0 3 16 NN 1 5 18 109 151
Ohio — 997 1,134 22,236 25,311 — 0 3 7 NN — 7 24 138 177
Wisconsin 138 467 559 10,913 11,262 — 0 0 — NN 1 8 65 134 270

W.N. Central 336 1,437 1,634 34,016 35,949 1 0 1 2 NN 8 11 99 169 498
Iowa 11 206 240 5,079 5,340 — 0 0 — NN — 3 25 24 109
Kansas — 189 287 4,452 4,879 — 0 0 — NN — 1 6 3 44
Minnesota U 287 361 5,596 7,707 U 0 0 — NN U 1 22 — 149
Missouri 316 524 766 13,680 12,795 — 0 0 — NN 4 3 29 59 79
Nebraska† — 101 218 2,923 2,555 1 0 1 2 NN 2 3 26 59 57
North Dakota — 39 90 664 1,118 — 0 0 — NN 2 0 9 13 11
South Dakota 9 64 93 1,622 1,555 — 0 0 — NN — 1 6 11 49

S. Atlantic 2,611 5,113 6,543 134,569 128,316 — 0 2 3 NN 13 18 53 382 468
Delaware 90 83 220 2,200 2,169 — 0 0 — NN — 0 1 3 3
District of Columbia 67 105 180 2,542 2,716 — 0 0 — NN — 0 1 3 2
Florida 700 1,486 1,706 37,674 37,315 — 0 0 — NN 6 6 19 98 179
Georgia 946 930 2,384 25,956 21,747 — 0 0 — NN 1 4 11 128 146
Maryland† — 471 1,125 10,404 11,780 — 0 2 3 NN 6 1 3 30 16
North Carolina — 756 1,477 22,257 22,612 — 0 0 — NN — 0 17 36 35
South Carolina† 493 531 946 14,472 12,996 — 0 0 — NN — 2 8 45 26
Virginia† 240 658 970 16,998 15,186 — 0 0 — NN — 1 5 27 55
West Virginia 75 78 121 2,066 1,795 — 0 0 — NN — 0 5 12 6

E.S. Central 1,202 1,826 3,314 45,820 45,542 — 0 0 — NN 3 4 19 72 89
Alabama† — 542 1,566 13,101 12,629 — 0 0 — NN — 1 13 8 36
Kentucky 283 268 2,352 8,064 8,001 — 0 0 — NN 1 1 6 22 27
Mississippi 595 392 614 9,928 11,113 — 0 0 — NN — 0 2 12 6
Tennessee† 324 583 795 14,727 13,799 — 0 0 — NN 2 1 5 30 20

W.S. Central 403 3,294 4,723 79,781 90,209 — 0 1 1 NN 11 5 33 107 155
Arkansas† 403 307 440 8,238 7,759 — 0 0 — NN — 0 3 8 16
Louisiana — 346 1,052 6,679 14,764 — 0 1 1 NN — 0 6 10 19
Oklahoma — 228 1,371 5,319 6,598 — 0 0 — NN — 0 8 — 32
Texas† — 2,369 3,107 59,545 61,088 — 0 0 — NN 11 4 24 89 88

Mountain 759 1,679 2,155 41,955 41,217 65 0 432 6,402 NN 7 10 30 217 239
Arizona 206 515 697 12,282 13,469 65 0 427 6,316 NN 1 1 3 15 15
Colorado 269 412 848 12,198 9,531 — 0 0 — NN 2 2 10 62 59
Idaho† — 63 199 1,403 1,972 — 0 0 — NN 1 1 7 30 44
Montana† — 63 85 1,635 1,519 — 0 1 2 NN 3 1 5 30 28
Nevada† 188 196 380 5,399 5,049 — 0 4 44 NN — 0 7 3 8
New Mexico† 63 203 1,183 4,969 5,348 — 0 4 31 NN — 2 12 48 44
Utah 33 130 175 3,231 3,285 — 0 2 6 NN — 1 5 20 29
Wyoming† — 38 90 838 1,044 — 0 2 3 NN — 0 3 9 12

Pacific 1,255 3,758 6,559 94,885 94,153 12 0 143 1,606 NN 1 11 27 199 276
Alaska — 115 157 2,728 3,094 — 0 0 — NN — 0 3 5 2
California 724 2,860 5,763 72,799 71,403 12 0 143 1,605 NN 1 6 19 122 155
Hawaii — 108 138 2,335 3,121 — 0 0 — NN — 0 0 — 1
Oregon 257 250 524 6,871 5,917 — 0 1 1 NN — 3 13 68 80
Washington 274 409 520 10,152 10,618 — 0 0 — NN — 0 9 4 38

Territories
American Samoa — 0 0 — — — 0 0 — NN N 0 0 N N
C.N.M.I. — — — — — — — — — NN — — — — —
Guam — 4 81 189 545 — 0 0 — NN — 0 0 — —
Puerto Rico — 105 349 3,065 3,253 — 0 0 — NN N 0 0 N N
U.S. Virgin Islands — 14 27 328 281 — 0 0 — NN — 0 0 — —

C.N.M.I.: Commonwealth of Northern Mariana Islands.
U: Unavailable. —: No reported cases. N: Not reportable. NN: Not Nationally Notifiable. Cum: Cumulative year-to-date counts. Med: Median. Max: Maximum.
* Case counts for reporting year 2010 and 2011 are provisional and subject to change. For further information on interpretation of these data, see http://www.cdc.gov/osels/ph_surveillance/

nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf. Data for TB are displayed in Table IV, which appears quarterly.
† Contains data reported through the National Electronic Disease Surveillance System (NEDSS).

http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
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TABLE II. (Continued) Provisional cases of selected notifiable diseases, United States, weeks ending July 2, 2011, and July 3, 2010 (26th week)*

Reporting area

Dengue Virus Infection†

Dengue Fever§ Dengue Hemorrhagic Fever¶

Current 
week

Previous 52 weeks Cum  
2011

Cum  
2010

Current 
week

Previous 52 weeks Cum  
2011

Cum  
2010Med Max Med Max

United States — 4 52 45 170 — 0 2 — 3
New England — 0 3 1 1 — 0 0 — —

Connecticut — 0 0 — — — 0 0 — —
Maine** — 0 2 — 1 — 0 0 — —
Massachusetts — 0 0 — — — 0 0 — —
New Hampshire — 0 0 — — — 0 0 — —
Rhode Island** — 0 1 — — — 0 0 — —
Vermont** — 0 1 1 — — 0 0 — —

Mid. Atlantic — 2 25 19 54 — 0 1 — 2
New Jersey — 0 5 — 5 — 0 0 — —
New York (Upstate) — 0 5 — 7 — 0 1 — 1
New York City — 1 17 10 37 — 0 1 — 1
Pennsylvania — 0 3 9 5 — 0 0 — —

E.N. Central — 0 5 5 13 — 0 1 — —
Illinois — 0 1 2 — — 0 0 — —
Indiana — 0 2 1 4 — 0 0 — —
Michigan — 0 2 — 3 — 0 0 — —
Ohio — 0 2 — 5 — 0 0 — —
Wisconsin — 0 2 2 1 — 0 1 — —

W.N. Central — 0 6 — 11 — 0 1 — —
Iowa — 0 1 — 1 — 0 0 — —
Kansas — 0 1 — 1 — 0 0 — —
Minnesota U 0 1 — 8 U 0 0 — —
Missouri — 0 0 — — — 0 0 — —
Nebraska** — 0 6 — — — 0 0 — —
North Dakota — 0 0 — 1 — 0 0 — —
South Dakota — 0 0 — — — 0 1 — —

S. Atlantic — 1 19 11 71 — 0 1 — 1
Delaware — 0 0 — — — 0 0 — —
District of Columbia — 0 0 — — — 0 0 — —
Florida — 1 14 10 57 — 0 1 — 1
Georgia — 0 2 — 5 — 0 0 — —
Maryland** — 0 0 — — — 0 0 — —
North Carolina — 0 2 1 — — 0 0 — —
South Carolina** — 0 3 — 4 — 0 0 — —
Virginia** — 0 3 — 4 — 0 0 — —
West Virginia — 0 1 — 1 — 0 0 — —

E.S. Central — 0 2 — 1 — 0 0 — —
Alabama** — 0 2 — — — 0 0 — —
Kentucky — 0 1 — — — 0 0 — —
Mississippi — 0 0 — — — 0 0 — —
Tennessee** — 0 0 — 1 — 0 0 — —

W.S. Central — 0 1 — — — 0 1 — —
Arkansas** — 0 0 — — — 0 1 — —
Louisiana — 0 0 — — — 0 0 — —
Oklahoma — 0 1 — — — 0 0 — —
Texas** — 0 1 — — — 0 0 — —

Mountain — 0 2 3 5 — 0 0 — —
Arizona — 0 2 2 1 — 0 0 — —
Colorado — 0 0 — — — 0 0 — —
Idaho** — 0 1 — 1 — 0 0 — —
Montana** — 0 1 — 1 — 0 0 — —
Nevada** — 0 1 — 1 — 0 0 — —
New Mexico** — 0 0 — 1 — 0 0 — —
Utah — 0 1 1 — — 0 0 — —
Wyoming** — 0 0 — — — 0 0 — —

Pacific — 0 7 6 14 — 0 0 — —
Alaska — 0 0 — 1 — 0 0 — —
California — 0 5 2 9 — 0 0 — —
Hawaii — 0 0 — — — 0 0 — —
Oregon — 0 0 — — — 0 0 — —
Washington — 0 2 4 4 — 0 0 — —

Territories
American Samoa — 0 0 — — — 0 0 — —
C.N.M.I. — — — — — — — — — —
Guam — 0 0 — — — 0 0 — —
Puerto Rico — 33 454 254 2,728 — 0 20 1 83
U.S. Virgin Islands — 0 0 — — — 0 0 — —

C.N.M.I.: Commonwealth of Northern Mariana Islands.
U: Unavailable. —: No reported cases. N: Not reportable. NN: Not Nationally Notifiable. Cum: Cumulative year-to-date counts. Med: Median. Max: Maximum.
 * Case counts for reporting year 2010 and 2011 are provisional and subject to change. For further information on interpretation of these data, see http://www.cdc.gov/osels/ph_surveillance/

nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf. Data for TB are displayed in Table IV, which appears quarterly.
 † Updated weekly from reports to the Division of Vector-Borne Infectious Diseases, National Center for Zoonotic, Vector-Borne, and Enteric Diseases (ArboNET Surveillance).
 § Dengue Fever includes cases that meet criteria for Dengue Fever with hemorrhage, other clinical and unknown case classifications.
 ¶ DHF includes cases that meet criteria for dengue shock syndrome (DSS), a more severe form of DHF.
 ** Contains data reported through the National Electronic Disease Surveillance System (NEDSS).

http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
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TABLE II. (Continued) Provisional cases of selected notifiable diseases, United States, weeks ending July 2, 2011, and July 3, 2010 (26th week)*

Reporting area

Ehrlichiosis/Anaplasmosis†

Ehrlichia chaffeensis Anaplasma phagocytophilum Undetermined

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010Med Max Med Max Med Max

United States 20 6 109 163 272 12 15 145 108 891 5 1 13 39 47
New England — 0 2 2 3 — 1 8 11 48 — 0 1 1 2

Connecticut — 0 0 — — — 0 6 — 14 — 0 0 — —
Maine§ — 0 1 1 2 — 0 2 6 12 — 0 0 — —
Massachusetts — 0 0 — — — 0 0 — — — 0 0 — —
New Hampshire — 0 1 1 1 — 0 3 5 8 — 0 1 1 2
Rhode Island§ — 0 1 — — — 0 6 — 13 — 0 0 — —
Vermont§ — 0 0 — — — 0 1 — 1 — 0 0 — —

Mid. Atlantic 4 1 7 15 43 11 4 18 58 91 2 0 2 3 6
New Jersey — 0 2 — 33 — 0 6 — 42 — 0 0 — 1
New York (Upstate) 4 0 7 12 7 11 3 18 48 46 2 0 2 3 4
New York City — 0 1 3 2 — 0 3 10 3 — 0 0 — —
Pennsylvania — 0 1 — 1 — 0 1 — — — 0 1 — 1

E.N. Central — 0 4 8 20 — 1 45 3 293 — 0 6 13 24
Illinois — 0 2 5 8 — 0 2 — 1 — 0 1 2 3
Indiana — 0 0 — — — 0 0 — — — 0 3 9 10
Michigan — 0 1 1 — — 0 1 — 1 — 0 1 1 —
Ohio — 0 3 2 1 — 0 1 1 — — 0 0 — —
Wisconsin — 0 1 — 11 — 1 45 2 291 — 0 3 1 11

W.N. Central 1 1 13 47 63 — 2 77 12 423 3 0 11 17 5
Iowa N 0 0 N N N 0 0 N N N 0 0 N N
Kansas — 0 2 2 4 — 0 1 — 1 — 0 0 — —
Minnesota U 0 12 — — U 0 75 1 418 U 0 11 — —
Missouri 1 0 13 45 59 — 0 3 11 4 3 0 9 15 5
Nebraska§ — 0 1 — — — 0 0 — — — 0 1 1 —
North Dakota N 0 0 N N N 0 0 N N N 0 0 N N
South Dakota — 0 0 — — — 0 0 — — — 0 1 1 —

S. Atlantic 11 3 18 68 99 1 1 4 19 29 — 0 1 1 1
Delaware — 0 2 10 10 — 0 1 1 3 — 0 0 — —
District of Columbia N 0 0 N N N 0 0 N N N 0 0 N N
Florida — 0 3 10 4 — 0 1 3 1 — 0 0 — —
Georgia 1 0 3 8 15 — 0 1 5 1 — 0 1 1 1
Maryland§ 2 0 2 9 11 — 0 2 1 10 — 0 1 — —
North Carolina 8 0 13 15 33 1 0 4 7 10 — 0 0 — —
South Carolina§ — 0 1 — 2 — 0 1 — — — 0 0 — —
Virginia§ — 1 8 16 23 — 0 1 2 4 — 0 1 — —
West Virginia — 0 1 — 1 — 0 0 — — — 0 0 — —

E.S. Central 4 0 11 23 34 — 0 2 5 7 — 0 1 1 7
Alabama§ — 0 3 — 5 — 0 2 2 1 N 0 0 N N
Kentucky 1 0 2 7 5 — 0 0 — — — 0 0 — 1
Mississippi — 0 1 — 1 — 0 1 — 1 — 0 0 — 1
Tennessee§ 3 0 7 16 23 — 0 2 3 5 — 0 1 1 5

W.S. Central — 0 87 — 9 — 0 9 — — — 0 1 — —
Arkansas§ — 0 5 — — — 0 2 — — — 0 0 — —
Louisiana — 0 0 — 1 — 0 0 — — — 0 0 — —
Oklahoma — 0 82 — 7 — 0 7 — — — 0 0 — —
Texas§ — 0 1 — 1 — 0 1 — — — 0 1 — —

Mountain — 0 0 — — — 0 0 — — — 0 1 2 —
Arizona — 0 0 — — — 0 0 — — — 0 1 2 —
Colorado N 0 0 N N N 0 0 N N N 0 0 N N
Idaho§ N 0 0 N N N 0 0 N N N 0 0 N N
Montana§ N 0 0 N N N 0 0 N N N 0 0 N N
Nevada§ N 0 0 N N N 0 0 N N N 0 0 N N
New Mexico§ N 0 0 N N N 0 0 N N N 0 0 N N
Utah — 0 0 — — — 0 0 — — — 0 0 — —
Wyoming§ — 0 0 — — — 0 0 — — — 0 0 — —

Pacific — 0 1 — 1 — 0 0 — — — 0 1 1 2
Alaska N 0 0 N N N 0 0 N N N 0 0 N N
California — 0 1 — 1 — 0 0 — — — 0 1 1 2
Hawaii N 0 0 N N N 0 0 N N N 0 0 N N
Oregon — 0 0 — — — 0 0 — — — 0 0 — —
Washington — 0 0 — — — 0 0 — — — 0 0 — —

Territories
American Samoa N 0 0 N N N 0 0 N N N 0 0 N N
C.N.M.I. — — — — — — — — — — — — — — —
Guam N 0 0 N N N 0 0 N N N 0 0 N N
Puerto Rico N 0 0 N N N 0 0 N N N 0 0 N N
U.S. Virgin Islands — 0 0 — — — 0 0 — — — 0 0 — —

C.N.M.I.: Commonwealth of Northern Mariana Islands.
U: Unavailable. —: No reported cases. N: Not reportable. NN: Not Nationally Notifiable. Cum: Cumulative year-to-date counts. Med: Median. Max: Maximum.
* Case counts for reporting year 2010 and 2011 are provisional and subject to change. For further information on interpretation of these data, see http://www.cdc.gov/osels/ph_surveillance/

nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf. Data for TB are displayed in Table IV, which appears quarterly.
† Cumulative total E. ewingii cases reported for year 2010 = 10, and 5 cases reported for 2011.
§ Contains data reported through the National Electronic Disease Surveillance System (NEDSS).

http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
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TABLE II. (Continued) Provisional cases of selected notifiable diseases, United States, weeks ending July 2, 2011, and July 3, 2010 (26th week)*

Reporting area

Giardiasis Gonorrhea
Haemophilus influenzae, invasive† 

All ages, all serotypes

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010Med Max Med Max Med Max

United States 124 296 549 6,121 8,769 2,123 5,823 7,484 138,686 147,727 22 62 141 1,629 1,659
New England 2 25 55 433 753 125 102 206 2,550 2,653 — 4 12 93 95

Connecticut — 5 12 93 134 59 42 150 1,091 1,257 — 1 6 27 21
Maine§ 2 3 11 54 87 — 2 7 81 98 — 0 2 14 6
Massachusetts — 13 25 176 325 58 48 80 1,140 1,066 — 2 6 37 49
New Hampshire — 2 10 38 91 — 3 7 61 72 — 0 2 8 7
Rhode Island§ — 1 7 7 35 7 5 15 151 132 — 0 2 3 8
Vermont§ — 3 10 65 81 1 0 8 26 28 — 0 3 4 4

Mid. Atlantic 32 61 106 1,272 1,465 333 715 1,121 17,216 16,774 8 11 32 349 318
New Jersey — 8 22 128 198 16 116 172 2,706 2,812 — 2 7 56 53
New York (Upstate) 15 22 72 431 502 115 111 271 2,747 2,538 3 3 18 89 86
New York City 7 17 30 393 412 47 238 497 5,467 5,806 1 2 6 64 54
Pennsylvania 10 15 27 320 353 155 260 364 6,296 5,618 4 4 11 140 125

E.N. Central 1 50 99 927 1,514 199 1,046 2,091 24,065 27,102 — 11 19 282 265
Illinois — 10 31 168 338 — 296 369 5,471 7,345 — 3 9 81 92
Indiana — 6 15 95 180 79 109 1,018 3,614 2,608 — 2 7 49 55
Michigan 1 11 25 207 326 91 248 490 5,863 6,946 — 1 4 32 19
Ohio — 16 29 311 404 — 320 383 6,895 7,910 — 2 7 79 63
Wisconsin — 8 35 146 266 29 99 130 2,222 2,293 — 1 5 41 36

W.N. Central 14 27 73 442 891 91 297 363 7,024 6,994 4 4 10 84 113
Iowa 3 5 12 113 134 2 37 57 907 823 — 0 0 — 1
Kansas — 2 10 38 107 — 39 62 859 1,026 1 0 2 11 12
Minnesota U 9 33 — 329 U 38 62 744 1,058 U 0 5 — 42
Missouri 8 8 26 160 168 89 146 181 3,614 3,262 1 1 5 43 41
Nebraska§ 1 4 9 83 95 — 22 49 567 566 1 0 3 20 9
North Dakota 2 0 12 19 10 — 3 11 61 95 1 0 6 9 8
South Dakota — 1 5 29 48 1 12 20 272 164 — 0 1 1 —

S. Atlantic 30 64 127 1,253 1,785 696 1,470 1,862 35,814 37,898 4 14 30 407 419
Delaware — 0 5 13 15 7 17 48 434 486 — 0 2 3 5
District of Columbia — 1 5 11 30 20 38 70 920 1,027 — 0 0 — —
Florida 22 29 75 542 946 187 382 486 9,532 9,936 3 5 12 142 104
Georgia 4 14 51 396 351 296 315 874 7,910 7,349 — 3 7 76 100
Maryland§ 2 4 10 108 153 — 125 246 2,575 3,371 1 2 4 38 32
North Carolina N 0 0 N N — 257 490 7,229 7,548 — 2 9 48 62
South Carolina§ — 2 9 50 60 132 161 257 4,102 3,920 — 1 5 35 55
Virginia§ 2 8 32 111 214 44 116 185 2,707 4,036 — 1 8 56 50
West Virginia — 0 8 22 16 10 14 26 405 225 — 0 9 9 11

E.S. Central 3 4 11 74 79 279 495 1,007 12,155 12,258 2 3 10 110 105
Alabama§ 3 4 11 74 79 — 160 406 3,971 3,667 — 1 4 32 18
Kentucky N 0 0 N N 71 73 712 2,148 2,018 1 0 4 16 19
Mississippi N 0 0 N N 135 115 197 2,576 3,075 — 0 2 10 9
Tennessee§ N 0 0 N N 73 140 194 3,460 3,498 1 2 5 52 59

W.S. Central 3 5 17 78 173 105 852 1,664 20,035 24,126 3 2 26 66 81
Arkansas§ 3 2 9 48 49 105 101 138 2,494 2,275 3 0 3 17 13
Louisiana — 2 12 30 74 — 102 509 1,802 4,199 — 0 4 22 18
Oklahoma — 0 5 — 50 — 78 332 1,562 1,921 — 1 19 26 44
Texas§ N 0 0 N N — 593 867 14,177 15,731 — 0 4 1 6

Mountain 15 28 58 539 805 135 189 255 4,785 4,675 — 5 12 153 184
Arizona 1 3 8 61 71 40 64 95 1,691 1,618 — 2 6 62 70
Colorado 12 12 27 269 336 54 47 92 1,129 1,301 — 1 5 39 49
Idaho§ 1 3 9 64 103 — 2 14 48 51 — 0 2 9 11
Montana§ 1 1 6 24 59 — 1 5 35 60 — 0 1 2 2
Nevada§ — 2 11 34 27 30 33 103 982 908 — 0 2 9 5
New Mexico§ — 2 6 26 48 7 28 98 768 537 — 1 4 23 22
Utah — 4 13 47 136 4 4 9 113 180 — 0 3 8 20
Wyoming§ — 1 5 14 25 — 0 3 19 20 — 0 1 1 5

Pacific 24 49 129 1,103 1,304 160 624 807 15,042 15,247 1 3 10 85 79
Alaska — 2 7 34 43 — 20 34 459 687 — 0 2 9 13
California 18 33 68 759 806 111 512 695 12,411 12,388 — 0 6 12 15
Hawaii — 0 4 14 28 — 14 26 298 346 — 0 3 14 11
Oregon — 8 20 156 233 10 23 40 602 503 1 1 6 49 36
Washington 6 8 57 140 194 39 57 86 1,272 1,323 — 0 2 1 4

Territories
American Samoa — 0 0 — — — 0 0 — — — 0 0 — —
C.N.M.I. — — — — — — — — — — — — — — —
Guam — 0 1 — 2 — 0 17 6 49 — 0 0 — —
Puerto Rico — 1 7 11 40 — 6 12 173 143 — 0 0 — 1
U.S. Virgin Islands — 0 0 — — — 2 7 49 65 — 0 0 — —

C.N.M.I.: Commonwealth of Northern Mariana Islands.
U: Unavailable. —: No reported cases. N: Not reportable. NN: Not Nationally Notifiable. Cum: Cumulative year-to-date counts. Med: Median. Max: Maximum.
* Case counts for reporting year 2010 and 2011 are provisional and subject to change. For further information on interpretation of these data, see http://www.cdc.gov/osels/ph_surveillance/

nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf. Data for TB are displayed in Table IV, which appears quarterly.
† Data for H. influenzae (age <5 yrs for serotype b, nonserotype b, and unknown serotype) are available in Table I.
§ Contains data reported through the National Electronic Disease Surveillance System (NEDSS).

http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
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TABLE II. (Continued) Provisional cases of selected notifiable diseases, United States, weeks ending July 2, 2011, and July 3, 2010 (26th week)*

Hepatitis (viral, acute), by type

Reporting area

A B C

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010Med Max Med Max Med Max

United States 7 24 74 486 758 17 57 167 1,059 1,573 10 17 39 447 400
New England — 1 6 12 59 — 0 5 21 32 — 1 4 24 34

Connecticut — 0 4 5 14 — 0 4 7 9 — 0 3 15 20
Maine† — 0 1 1 4 — 0 2 5 9 — 0 2 5 2
Massachusetts — 0 5 3 35 — 0 3 8 8 — 0 1 1 12
New Hampshire — 0 1 — — — 0 1 1 4 N 0 0 N N
Rhode Island† — 0 1 1 6 U 0 0 U U U 0 0 U U
Vermont† — 0 1 2 — — 0 0 — 2 — 0 1 3 —

Mid. Atlantic — 4 12 96 121 2 5 11 128 158 3 1 6 35 51
New Jersey — 1 4 10 36 — 1 4 26 43 — 0 4 — 10
New York (Upstate) — 1 4 25 25 2 1 9 24 26 3 0 3 21 26
New York City — 1 6 33 34 — 1 5 39 48 — 0 1 — 1
Pennsylvania — 1 3 28 26 — 1 4 39 41 — 0 2 14 14

E.N. Central — 4 9 84 88 — 6 23 131 264 2 3 12 95 48
Illinois — 1 3 15 24 — 2 7 35 66 — 0 1 1 —
Indiana — 0 3 10 9 — 1 6 15 37 — 0 5 37 18
Michigan — 1 5 34 29 — 2 5 44 68 2 1 7 54 22
Ohio — 1 5 22 17 — 1 16 25 63 — 0 1 2 5
Wisconsin — 0 2 3 9 — 0 3 12 30 — 0 1 1 3

W.N. Central — 1 25 17 24 — 2 16 62 61 — 0 6 2 6
Iowa — 0 3 2 4 — 0 1 5 10 — 0 0 — —
Kansas — 0 2 3 7 — 0 2 7 4 — 0 1 2 —
Minnesota U 0 22 2 1 U 0 15 2 2 U 0 6 — 3
Missouri — 0 1 5 10 — 2 4 40 35 — 0 1 — 2
Nebraska† — 0 4 3 2 — 0 3 7 9 — 0 1 — 1
North Dakota — 0 3 — — — 0 0 — — — 0 0 — —
South Dakota — 0 2 2 — — 0 1 1 1 — 0 0 — —

S. Atlantic — 5 14 112 169 6 14 33 301 437 4 4 11 106 90
Delaware — 0 1 1 5 — 0 1 — 17 U 0 0 U U
District of Columbia — 0 0 — 1 — 0 0 — 3 — 0 0 — 2
Florida — 2 7 39 61 4 4 11 103 151 1 1 5 26 24
Georgia — 1 4 27 19 — 2 8 42 94 — 1 3 15 12
Maryland† — 0 2 11 12 — 1 4 26 31 1 0 2 17 14
North Carolina — 0 4 12 30 2 2 16 66 34 2 0 7 31 24
South Carolina† — 0 2 5 18 — 1 4 13 30 — 0 1 — —
Virginia† — 1 6 12 22 — 1 7 32 46 — 0 2 8 8
West Virginia — 0 5 5 1 — 0 18 19 31 — 0 5 9 6

E.S. Central 3 0 6 21 21 4 8 14 187 161 1 3 8 80 72
Alabama† — 0 2 1 4 — 1 4 34 33 — 0 1 5 3
Kentucky — 0 6 3 9 — 3 8 59 53 — 2 6 37 50
Mississippi — 0 1 2 1 — 1 3 18 17 U 0 0 U U
Tennessee† 3 0 5 15 7 4 3 8 76 58 1 1 5 38 19

W.S. Central 3 2 15 48 69 4 8 67 125 245 — 2 11 41 36
Arkansas† — 0 1 — — — 1 4 20 35 — 0 1 — 1
Louisiana — 0 1 1 5 — 1 4 18 25 — 0 2 4 1
Oklahoma — 0 4 1 1 — 2 16 25 38 — 1 10 21 12
Texas† 3 2 11 46 63 4 4 45 62 147 — 0 3 16 22

Mountain 1 2 5 37 90 — 2 7 43 68 — 1 4 33 29
Arizona — 0 2 7 41 — 0 3 11 14 U 0 0 U U
Colorado — 0 2 14 21 — 0 5 10 18 — 0 3 12 8
Idaho† 1 0 1 5 6 — 0 1 2 4 — 0 2 6 7
Montana† — 0 1 2 4 — 0 0 — — — 0 1 2 —
Nevada† — 0 3 4 6 — 0 3 15 22 — 0 2 6 2
New Mexico† — 0 1 3 3 — 0 2 4 3 — 0 1 4 9
Utah — 0 2 — 6 — 0 1 1 7 — 0 2 1 3
Wyoming† — 0 1 2 3 — 0 1 — — — 0 1 2 —

Pacific — 4 15 59 117 1 4 25 61 147 — 1 12 31 34
Alaska — 0 1 1 — — 0 1 4 1 U 0 1 U U
California — 3 15 39 90 — 2 22 23 99 — 0 4 9 15
Hawaii — 0 2 4 5 — 0 1 5 3 U 0 0 U U
Oregon — 0 2 5 11 — 1 3 17 24 — 0 3 10 8
Washington — 0 2 10 11 1 1 4 12 20 — 0 5 12 11

Territories
American Samoa — 0 0 — — — 0 0 — — — 0 0 — —
C.N.M.I. — — — — — — — — — — — — — — —
Guam — 0 5 8 4 — 0 8 28 48 — 0 8 10 40
Puerto Rico — 0 2 3 9 — 0 3 4 12 N 0 0 N N
U.S. Virgin Islands — 0 0 — — — 0 0 — — — 0 0 — —

C.N.M.I.: Commonwealth of Northern Mariana Islands.
U: Unavailable. —: No reported cases. N: Not reportable. NN: Not Nationally Notifiable. Cum: Cumulative year-to-date counts. Med: Median. Max: Maximum.
* Case counts for reporting year 2010 and 2011 are provisional and subject to change. For further information on interpretation of these data, see http://www.cdc.gov/osels/ph_surveillance/

nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf. Data for TB are displayed in Table IV, which appears quarterly.
† Contains data reported through the National Electronic Disease Surveillance System (NEDSS).

http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
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TABLE II. (Continued) Provisional cases of selected notifiable diseases, United States, weeks ending July 2, 2011, and July 3, 2010 (26th week)*

Reporting area

Legionellosis Lyme disease Malaria

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010Med Max Med Max Med Max

United States 24 47 128 934 1,345 586 328 1,828 6,717 13,752 15 26 114 495 676
New England — 3 16 39 85 5 69 457 1,060 4,503 — 1 20 17 49

Connecticut — 1 6 11 12 — 34 151 603 1,619 — 0 20 1 2
Maine† — 0 3 3 3 1 9 62 116 198 — 0 1 2 4
Massachusetts — 1 10 17 52 — 11 208 94 1,835 — 1 5 9 36
New Hampshire — 0 5 3 5 — 12 69 174 708 — 0 2 2 1
Rhode Island† — 0 4 1 11 — 0 40 4 38 — 0 4 — 5
Vermont† — 0 2 4 2 4 4 28 69 105 — 0 1 3 1

Mid. Atlantic 10 14 53 238 319 536 145 662 4,113 4,604 1 8 22 110 221
New Jersey — 2 18 24 53 234 41 311 1,379 2,010 — 1 6 8 52
New York (Upstate) 5 5 19 88 90 127 35 159 757 826 1 1 6 20 33
New York City — 2 17 37 57 — 4 30 4 314 — 3 13 58 106
Pennsylvania 5 5 19 89 119 175 61 279 1,973 1,454 — 1 4 24 30

E.N. Central 3 9 44 161 281 — 23 373 390 1,954 1 3 9 52 65
Illinois — 1 14 17 71 — 1 17 12 72 — 1 6 20 25
Indiana 2 1 5 33 25 — 0 7 16 48 — 0 2 5 7
Michigan 1 2 20 39 48 — 1 14 22 28 1 0 4 9 9
Ohio — 4 15 71 108 — 0 9 7 10 — 1 5 17 19
Wisconsin — 0 5 1 29 — 19 345 333 1,796 — 0 2 1 5

W.N. Central — 2 9 31 54 — 3 188 16 1,036 — 1 45 6 26
Iowa — 0 2 4 4 — 0 7 11 50 — 0 2 2 6
Kansas — 0 2 4 6 — 0 1 3 8 — 0 2 2 3
Minnesota U 0 8 — 15 U 3 181 — 973 U 0 45 — 3
Missouri — 1 5 21 18 — 0 1 — 1 — 0 3 — 4
Nebraska† — 0 1 — 5 — 0 2 2 3 — 0 1 2 8
North Dakota — 0 1 1 2 — 0 10 — — — 0 1 — —
South Dakota — 0 2 1 4 — 0 0 — 1 — 0 1 — 2

S. Atlantic 8 9 22 178 260 44 57 178 1,032 1,492 9 7 41 179 180
Delaware — 0 2 3 8 2 10 32 290 370 — 0 1 3 2
District of Columbia — 0 3 4 13 — 0 5 9 15 — 0 1 5 8
Florida 3 3 9 72 79 5 1 8 34 26 2 2 7 46 55
Georgia 1 1 4 10 35 — 0 2 5 6 3 1 7 37 30
Maryland† 2 1 6 27 60 20 17 103 351 675 1 1 21 39 31
North Carolina 2 1 6 30 22 5 0 9 23 34 3 0 13 17 18
South Carolina† — 0 2 5 7 — 0 3 5 20 — 0 1 1 3
Virginia† — 1 9 22 31 12 19 82 298 332 — 1 5 31 33
West Virginia — 0 2 5 5 — 0 29 17 14 — 0 1 — —

E.S. Central 1 2 10 68 70 1 0 3 16 27 1 0 3 12 11
Alabama† — 0 2 10 7 — 0 2 5 — — 0 1 3 2
Kentucky — 0 4 13 13 — 0 1 — 2 — 0 1 4 3
Mississippi — 0 3 8 9 — 0 0 — — — 0 2 1 —
Tennessee† 1 1 8 37 41 1 0 3 11 25 1 0 2 4 6

W.S. Central — 3 13 42 59 — 1 29 17 44 — 1 18 21 39
Arkansas† — 0 2 4 11 — 0 0 — — — 0 1 2 1
Louisiana — 0 3 6 2 — 0 1 — — — 0 1 — 1
Oklahoma — 0 2 2 6 — 0 0 — — — 0 1 2 3
Texas† — 2 11 30 40 — 1 29 17 44 — 1 17 17 34

Mountain — 2 10 44 83 — 0 3 5 11 — 1 4 31 27
Arizona — 1 7 15 25 — 0 1 3 2 — 0 4 14 11
Colorado — 0 2 4 16 — 0 1 1 — — 0 3 11 9
Idaho† — 0 1 4 1 — 0 2 — 2 — 0 1 1 —
Montana† — 0 1 — 4 — 0 1 — 1 — 0 1 — 1
Nevada† — 0 2 8 15 — 0 1 — — — 0 2 3 3
New Mexico† — 0 2 4 2 — 0 1 1 4 — 0 1 2 —
Utah — 0 2 8 16 — 0 1 — 2 — 0 0 — 3
Wyoming† — 0 2 1 4 — 0 0 — — — 0 0 — —

Pacific 2 5 21 133 134 — 3 11 68 81 3 4 10 67 58
Alaska — 0 2 — — — 0 1 — 3 — 0 2 3 2
California 2 4 15 119 114 — 2 9 50 52 2 2 10 48 33
Hawaii — 0 1 1 1 N 0 0 N N — 0 1 2 2
Oregon — 0 2 4 8 — 0 3 18 22 — 0 3 5 6
Washington — 0 6 9 11 — 0 4 — 4 1 0 5 9 15

Territories
American Samoa N 0 0 N N N 0 0 N N — 0 0 — —
C.N.M.I. — — — — — — — — — — — — — — —
Guam — 0 1 — — — 0 0 — — — 0 0 — —
Puerto Rico — 0 1 — 1 N 0 0 N N — 0 1 — 4
U.S. Virgin Islands — 0 0 — — — 0 0 — — — 0 0 — —

C.N.M.I.: Commonwealth of Northern Mariana Islands.
U: Unavailable. —: No reported cases. N: Not reportable. NN: Not Nationally Notifiable. Cum: Cumulative year-to-date counts. Med: Median. Max: Maximum.
* Case counts for reporting year 2010 and 2011 are provisional and subject to change. For further information on interpretation of these data, see http://www.cdc.gov/osels/ph_surveillance/

nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf. Data for TB are displayed in Table IV, which appears quarterly.
† Contains data reported through the National Electronic Disease Surveillance System (NEDSS).

http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
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TABLE II. (Continued) Provisional cases of selected notifiable diseases, United States, weeks ending July 2, 2011, and July 3, 2010 (26th week)*

Reporting area

Meningococcal disease, invasive†  
All serogroups Mumps Pertussis

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010Med Max Med Max Med Max

United States 2 14 53 396 453 — 10 73 144 2,172 81 547 2,925 5,931 7,705
New England — 0 4 20 11 — 0 2 1 20 3 9 24 160 174

Connecticut — 0 1 3 1 — 0 0 — 11 — 1 8 18 27
Maine§ — 0 1 3 3 — 0 1 — 1 3 1 8 58 15
Massachusetts — 0 2 9 2 — 0 2 1 5 — 4 13 48 114
New Hampshire — 0 1 1 — — 0 2 — 3 — 1 4 27 5
Rhode Island§ — 0 1 — — — 0 0 — — — 0 7 7 10
Vermont§ — 0 3 4 5 — 0 0 — — — 0 4 2 3

Mid. Atlantic 1 1 6 44 45 — 2 68 19 1,916 19 39 125 618 441
New Jersey — 0 1 3 13 — 1 6 9 307 — 2 10 47 68
New York (Upstate) 1 0 4 12 9 — 0 5 3 643 14 12 81 202 166
New York City — 0 3 16 11 — 0 60 7 951 — 1 19 24 25
Pennsylvania — 0 2 13 12 — 0 16 — 15 5 18 70 345 182

E.N. Central — 2 7 50 78 — 1 7 37 36 — 112 198 1,309 1,818
Illinois — 0 2 14 17 — 1 3 24 11 — 21 50 286 325
Indiana — 0 2 6 17 — 0 1 — 3 — 11 26 89 295
Michigan — 0 4 5 11 — 0 1 5 14 — 29 57 401 503
Ohio — 1 2 17 18 — 0 5 8 7 — 32 80 390 578
Wisconsin — 0 2 8 15 — 0 1 — 1 — 13 26 143 117

W.N. Central 1 1 4 27 32 — 0 4 19 72 4 36 501 494 567
Iowa — 0 1 6 7 — 0 1 4 34 — 8 36 77 226
Kansas — 0 1 2 4 — 0 1 3 3 — 2 9 43 85
Minnesota U 0 2 — 2 U 0 4 1 3 U 0 469 171 5
Missouri 1 0 2 9 13 — 0 3 6 8 3 6 43 140 182
Nebraska§ — 0 2 7 5 — 0 1 1 23 1 3 13 37 48
North Dakota — 0 1 1 1 — 0 3 4 — — 0 30 24 —
South Dakota — 0 1 2 — — 0 1 — 1 — 0 2 2 21

S. Atlantic — 2 8 74 82 — 0 4 10 38 24 36 106 641 685
Delaware — 0 1 1 — — 0 0 — — — 0 2 10 6
District of Columbia — 0 1 — — — 0 1 — 2 — 0 2 2 3
Florida — 1 5 31 40 — 0 2 2 8 6 6 15 138 136
Georgia — 0 2 5 6 — 0 2 1 2 — 4 13 85 101
Maryland§ — 0 1 7 4 — 0 1 1 8 1 2 6 41 58
North Carolina — 0 3 12 9 — 0 2 4 5 7 3 35 108 136
South Carolina§ — 0 1 7 7 — 0 1 — 3 — 5 25 75 155
Virginia§ — 0 2 9 14 — 0 2 2 8 10 7 41 137 81
West Virginia — 0 1 2 2 — 0 0 — 2 — 1 41 45 9

E.S. Central — 1 3 17 22 — 0 1 3 9 3 12 35 178 387
Alabama§ — 0 2 9 4 — 0 1 1 6 2 3 11 72 113
Kentucky — 0 1 — 9 — 0 0 — 1 1 3 16 44 135
Mississippi — 0 1 2 3 — 0 1 2 — — 1 10 8 35
Tennessee§ — 0 2 6 6 — 0 1 — 2 — 3 11 54 104

W.S. Central — 1 12 31 52 — 1 15 44 42 7 39 297 472 1,466
Arkansas§ — 0 1 7 5 — 0 1 1 3 — 2 18 29 75
Louisiana — 0 2 5 11 — 0 2 — 4 — 0 3 10 22
Oklahoma — 0 2 5 13 — 0 1 1 — — 0 92 17 14
Texas§ — 1 10 14 23 — 1 14 42 35 7 32 187 416 1,355

Mountain — 1 4 33 37 — 0 4 3 11 13 42 100 843 588
Arizona — 0 1 8 9 — 0 1 — 4 3 14 29 347 202
Colorado — 0 2 8 12 — 0 1 2 5 7 10 63 252 66
Idaho§ — 0 1 3 5 — 0 1 — — 3 2 15 45 78
Montana§ — 0 2 3 1 — 0 0 — — — 2 16 72 32
Nevada§ — 0 1 3 6 — 0 1 — — — 0 7 15 15
New Mexico§ — 0 1 1 3 — 0 2 1 — — 3 11 59 37
Utah — 0 2 7 1 — 0 1 — 2 — 5 16 49 152
Wyoming§ — 0 1 — — — 0 1 — — — 0 2 4 6

Pacific — 4 26 100 94 — 0 3 8 28 8 126 1,710 1,216 1,579
Alaska — 0 1 1 1 — 0 1 1 1 — 0 6 16 12
California — 2 17 69 58 — 0 3 2 18 — 112 1,569 930 1,302
Hawaii — 0 1 3 1 — 0 1 2 2 1 1 6 18 34
Oregon — 0 3 16 20 — 0 1 3 1 1 5 11 98 148
Washington — 0 8 11 14 — 0 1 — 6 6 12 131 154 83

Territories
American Samoa — 0 0 — — — 0 0 — — — 0 0 — —
C.N.M.I. — — — — — — — — — — — — — — —
Guam — 0 0 — — — 3 15 12 381 — 0 14 31 1
Puerto Rico — 0 1 — — — 0 1 — — — 0 1 1 1
U.S. Virgin Islands — 0 0 — — — 0 0 — — — 0 0 — —

C.N.M.I.: Commonwealth of Northern Mariana Islands.
U: Unavailable. —: No reported cases. N: Not reportable. NN: Not Nationally Notifiable. Cum: Cumulative year-to-date counts. Med: Median. Max: Maximum.
* Case counts for reporting year 2010 and 2011 are provisional and subject to change. For further information on interpretation of these data, see http://www.cdc.gov/osels/ph_surveillance/

nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf. Data for TB are displayed in Table IV, which appears quarterly.
† Data for meningococcal disease, invasive caused by serogroups A, C, Y, and W-135; serogroup B; other serogroup; and unknown serogroup are available in Table I.
§ Contains data reported through the National Electronic Disease Surveillance System (NEDSS).

http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
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TABLE II. (Continued) Provisional cases of selected notifiable diseases, United States, weeks ending July 2, 2011, and July 3, 2010 (26th week)*

Reporting area

Rabies, animal Salmonellosis Shiga toxin-producing E. coli (STEC)†

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010Med Max Med Max Med Max

United States 16 61 172 1,113 2,095 537 807 1,812 15,104 18,734 61 94 264 1,782 1,872
New England — 4 18 56 136 3 25 209 543 1,310 — 2 27 61 115

Connecticut — 0 8 — 65 — 0 187 187 491 — 0 27 27 60
Maine§ — 1 3 26 30 2 2 8 53 55 — 0 3 13 4
Massachusetts — 0 0 — — — 16 52 204 552 — 0 9 5 33
New Hampshire — 0 6 7 4 1 3 12 67 85 — 0 3 13 12
Rhode Island§ — 0 3 8 12 — 1 9 10 100 — 0 1 — 1
Vermont§ — 1 3 15 25 — 1 5 22 27 — 0 2 3 5

Mid. Atlantic 10 15 33 322 544 63 89 217 1,855 2,293 5 9 30 192 186
New Jersey — 0 0 — — — 16 57 234 455 — 2 9 31 44
New York (Upstate) 10 7 19 146 239 34 25 63 483 512 2 4 12 63 65
New York City — 0 4 7 126 4 21 53 451 545 — 1 6 27 17
Pennsylvania — 8 17 169 179 25 32 80 687 781 3 3 13 71 60

E.N. Central 1 2 27 33 79 7 81 203 1,452 2,651 1 10 48 175 323
Illinois — 1 11 15 33 — 26 61 524 949 — 1 9 18 68
Indiana — 0 3 4 — — 10 61 143 284 — 2 10 36 54
Michigan 1 1 5 14 27 7 13 49 281 395 1 2 7 54 70
Ohio — 0 12 — 19 — 19 42 324 629 — 2 11 44 56
Wisconsin N 0 0 N N — 11 50 180 394 — 2 16 23 75

W.N. Central 2 2 40 39 124 38 48 121 913 1,143 11 13 49 236 352
Iowa — 0 3 — 8 3 9 34 202 186 — 2 16 50 62
Kansas 1 1 4 17 34 6 7 18 140 169 — 1 7 39 34
Minnesota U 0 34 — 15 U 4 30 — 323 U 1 20 — 101
Missouri — 0 6 — 32 24 16 43 374 294 5 4 14 89 107
Nebraska§ 1 0 3 15 29 5 4 13 98 93 4 1 5 39 34
North Dakota — 0 6 7 6 — 0 15 20 13 2 0 10 6 3
South Dakota — 0 0 — — — 3 17 79 65 — 1 4 13 11

S. Atlantic 2 20 52 530 596 225 260 624 4,439 4,367 16 18 31 427 265
Delaware — 0 0 — — — 3 11 53 55 — 0 2 6 3
District of Columbia — 0 0 — — — 1 7 13 47 — 0 1 1 6
Florida — 0 29 51 121 130 108 226 1,855 1,939 5 6 15 188 82
Georgia — 0 0 — — 17 38 142 747 739 1 2 7 43 39
Maryland§ — 6 14 127 182 15 19 54 340 369 3 2 8 42 37
North Carolina — 0 0 — — 45 30 241 682 432 5 2 10 53 23
South Carolina§ N 0 0 N N 7 25 99 329 352 — 0 4 13 13
Virginia§ — 11 27 298 254 11 20 68 384 355 2 3 9 74 56
West Virginia 2 0 30 54 39 — 0 14 36 79 — 0 5 7 6

E.S. Central 1 3 7 64 102 48 56 175 1,052 1,104 5 5 22 115 100
Alabama§ — 1 7 43 44 17 18 52 288 294 — 1 4 18 24
Kentucky 1 0 4 8 10 13 9 32 167 212 1 1 6 15 15
Mississippi — 0 0 — — — 19 65 287 289 — 0 12 8 10
Tennessee§ — 1 4 13 48 18 16 53 310 309 4 3 12 74 51

W.S. Central — 7 54 49 409 63 111 515 1,758 2,068 1 8 151 123 100
Arkansas§ — 0 10 37 13 14 13 43 227 191 1 0 4 16 24
Louisiana — 0 0 — — — 13 52 141 478 — 0 2 3 9
Oklahoma — 0 30 12 6 — 10 95 164 196 — 1 55 12 7
Texas§ — 6 30 — 390 49 85 381 1,226 1,203 — 6 95 92 60

Mountain — 0 5 7 26 27 46 113 997 1,191 3 11 33 222 221
Arizona N 0 0 N N 3 15 43 305 380 — 2 14 44 28
Colorado — 0 0 — — 17 10 24 245 259 — 3 21 55 81
Idaho§ — 0 2 — 1 3 3 9 75 73 2 3 7 43 23
Montana§ N 0 0 N N 4 2 6 50 50 1 1 4 16 22
Nevada§ — 0 2 1 2 — 4 21 75 110 — 0 6 16 11
New Mexico§ — 0 2 4 6 — 6 19 94 117 — 1 6 19 15
Utah — 0 3 2 1 — 5 17 129 177 — 1 8 21 31
Wyoming§ — 0 4 — 16 — 1 8 24 25 — 0 3 8 10

Pacific — 2 15 13 79 63 101 288 2,095 2,607 19 13 46 231 210
Alaska — 0 2 9 11 — 1 4 30 42 — 0 1 — 1
California — 0 10 — 59 43 75 232 1,581 1,819 9 8 36 153 94
Hawaii — 0 0 — — 6 6 13 147 151 — 0 3 4 15
Oregon — 0 2 4 9 — 7 20 115 291 — 2 11 31 31
Washington — 0 14 — — 14 15 42 222 304 10 2 20 43 69

Territories
American Samoa N 0 0 N N — 0 1 — 2 — 0 0 — —
C.N.M.I. — — — — — — — — — — — — — — —
Guam — 0 0 — — — 0 3 6 6 — 0 0 — —
Puerto Rico 2 0 6 20 24 — 6 25 42 266 — 0 0 — —
U.S. Virgin Islands — 0 0 — — — 0 0 — — — 0 0 — —

C.N.M.I.: Commonwealth of Northern Mariana Islands.
U: Unavailable. —: No reported cases. N: Not reportable. NN: Not Nationally Notifiable. Cum: Cumulative year-to-date counts. Med: Median. Max: Maximum.
* Case counts for reporting year 2010 and 2011 are provisional and subject to change. For further information on interpretation of these data, see http://www.cdc.gov/osels/ph_surveillance/

nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf. Data for TB are displayed in Table IV, which appears quarterly.
† Includes E. coli O157:H7; Shiga toxin-positive, serogroup non-O157; and Shiga toxin-positive, not serogrouped.
§ Contains data reported through the National Electronic Disease Surveillance System (NEDSS).

http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
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TABLE II. (Continued) Provisional cases of selected notifiable diseases, United States, weeks ending July 2, 2011, and July 3, 2010 (26th week)*

Spotted Fever Rickettsiosis (including RMSF)†

Reporting area

Shigellosis Confirmed Probable

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010Med Max Med Max Med Max

United States 180 253 742 4,610 6,744 6 2 11 47 64 56 22 245 373 527
New England — 3 20 77 183 — 0 0 — — — 0 1 1 1

Connecticut — 0 18 18 69 — 0 0 — — — 0 0 — —
Maine§ — 0 4 14 3 — 0 0 — — — 0 1 — 1
Massachusetts — 2 16 42 96 — 0 0 — — — 0 0 — —
New Hampshire — 0 2 1 5 — 0 0 — — — 0 1 — —
Rhode Island§ — 0 4 — 9 — 0 0 — — — 0 1 1 —
Vermont§ — 0 1 2 1 — 0 0 — — — 0 0 — —

Mid. Atlantic 8 15 74 282 911 — 0 1 3 2 — 1 6 12 43
New Jersey — 3 16 40 211 — 0 0 — 1 — 0 4 — 30
New York (Upstate) 6 3 18 90 82 — 0 0 — 1 — 0 3 2 2
New York City 1 4 14 101 163 — 0 0 — — — 0 2 5 6
Pennsylvania 1 4 56 51 455 — 0 1 3 — — 0 2 5 5

E.N. Central 1 16 37 258 958 — 0 1 — — 1 1 7 21 38
Illinois — 6 20 64 599 — 0 1 — — — 0 4 11 18
Indiana§ — 1 4 27 26 — 0 1 — — 1 0 3 8 12
Michigan 1 4 9 73 121 — 0 0 — — — 0 1 — 1
Ohio — 4 15 94 166 — 0 0 — — — 0 2 2 4
Wisconsin — 0 4 — 46 — 0 0 — — — 0 1 — 3

W.N. Central 3 14 52 175 1,441 — 0 2 5 5 9 4 17 93 106
Iowa — 1 4 9 29 — 0 0 — — — 0 1 1 2
Kansas§ — 3 12 31 150 — 0 0 — — — 0 0 — —
Minnesota U 0 4 — 25 U 0 0 — — U 0 2 — —
Missouri 3 8 41 128 1,218 — 0 2 5 3 9 4 17 92 103
Nebraska§ — 0 10 4 15 — 0 1 — 2 — 0 1 — 1
North Dakota — 0 0 — — — 0 0 — — — 0 1 — —
South Dakota — 0 2 3 4 — 0 0 — — — 0 0 — —

S. Atlantic 99 64 130 1,787 993 6 1 5 30 40 42 6 59 125 144
Delaware§ — 0 1 1 34 — 0 1 1 1 — 0 2 7 9
District of Columbia — 0 3 6 18 — 0 1 1 — — 0 0 — —
Florida§ 77 34 99 1,295 378 1 0 1 3 2 1 0 2 3 6
Georgia 14 13 26 254 352 — 0 4 15 33 — 0 0 — —
Maryland§ 3 2 8 43 51 — 0 1 1 — — 0 5 6 19
North Carolina 4 3 36 119 71 4 0 3 5 3 41 1 47 73 69
South Carolina§ — 1 5 25 35 — 0 1 3 — — 0 2 8 6
Virginia§ 1 2 8 40 53 1 0 2 1 1 — 2 12 26 35
West Virginia — 0 66 4 1 — 0 0 — — — 0 1 2 —

E.S. Central 2 13 29 242 373 — 0 3 3 10 2 5 26 90 159
Alabama§ 1 5 15 88 62 — 0 1 — 1 — 1 6 18 29
Kentucky — 1 6 30 164 — 0 1 — 6 — 0 0 — —
Mississippi — 2 7 58 19 — 0 1 — — — 0 4 1 9
Tennessee§ 1 4 14 66 128 — 0 3 3 3 2 4 20 71 121

W.S. Central 46 55 503 1,028 1,133 — 0 8 — 1 — 1 235 7 31
Arkansas§ 3 2 7 30 23 — 0 2 — — — 0 28 1 11
Louisiana — 5 13 49 130 — 0 0 — — — 0 1 — 1
Oklahoma — 2 161 40 150 — 0 5 — — — 0 202 4 9
Texas§ 43 46 338 909 830 — 0 1 — 1 — 0 5 2 10

Mountain 7 17 32 336 309 — 0 5 6 2 2 0 7 24 4
Arizona 1 7 19 101 165 — 0 4 6 — — 0 7 19 —
Colorado§ 2 2 7 40 40 — 0 1 — — 1 0 1 2 —
Idaho§ 1 0 3 9 11 — 0 0 — — — 0 1 — 1
Montana§ 3 1 15 102 4 — 0 0 — 2 — 0 0 — 1
Nevada§ — 0 6 10 17 — 0 0 — — — 0 0 — —
New Mexico§ — 3 10 52 56 — 0 0 — — — 0 0 — 1
Utah — 1 4 21 16 — 0 0 — — — 0 1 — 1
Wyoming§ — 0 1 1 — — 0 0 — — 1 0 1 3 —

Pacific 14 23 63 425 443 — 0 2 — 4 — 0 0 — 1
Alaska — 0 2 3 — N 0 0 N N N 0 0 N N
California 12 18 59 329 351 — 0 2 — 4 — 0 0 — —
Hawaii — 1 3 27 31 N 0 0 N N N 0 0 N N
Oregon — 1 4 26 30 — 0 0 — — — 0 0 — 1
Washington 2 1 22 40 31 — 0 1 — — — 0 0 — —

Territories
American Samoa — 1 1 1 1 N 0 0 N N N 0 0 N N
C.N.M.I. — — — — — — — — — — — — — — —
Guam — 0 2 1 5 N 0 0 N N N 0 0 N N
Puerto Rico — 0 1 — 3 N 0 0 N N N 0 0 N N
U.S. Virgin Islands — 0 0 — — — 0 0 — — — 0 0 — —

C.N.M.I.: Commonwealth of Northern Mariana Islands.
U: Unavailable. —: No reported cases. N: Not reportable. NN: Not Nationally Notifiable. Cum: Cumulative year-to-date counts. Med: Median. Max: Maximum.
* Case counts for reporting year 2010 and 2011 are provisional and subject to change. For further information on interpretation of these data, see http://www.cdc.gov/osels/ph_surveillance/

nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf. Data for TB are displayed in Table IV, which appears quarterly.
† Illnesses with similar clinical presentation that result from Spotted fever group rickettsia infections are reported as Spotted fever rickettsioses. Rocky Mountain spotted fever (RMSF) caused 

by Rickettsia rickettsii, is the most common and well-known spotted fever.
§ Contains data reported through the National Electronic Disease Surveillance System (NEDSS).

http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
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TABLE II. (Continued) Provisional cases of selected notifiable diseases, United States, weeks ending July 2, 2011, and July 3, 2010 (26th week)*

Streptococcus pneumoniae,† invasive disease

Reporting area

All ages Age <5 Syphilis, primary and secondary

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010Med Max Med Max Med Max

United States 59 283 937 7,682 9,401 9 23 101 594 1,151 58 258 363 5,684 6,478
New England 4 11 79 221 513 — 1 5 24 67 3 8 19 194 226

Connecticut — 0 49 8 232 — 0 3 6 20 2 1 8 32 42
Maine§ 4 2 13 80 78 — 0 1 3 5 — 0 3 9 14
Massachusetts — 0 3 14 51 — 0 3 6 35 — 5 14 113 143
New Hampshire — 2 8 66 72 — 0 1 4 3 — 0 3 12 10
Rhode Island§ — 0 36 8 27 — 0 3 — 1 1 0 7 23 15
Vermont§ — 1 6 45 53 — 0 2 5 3 — 0 2 5 2

Mid. Atlantic 4 22 81 548 985 1 3 27 77 149 8 31 46 684 834
New Jersey — 6 29 102 438 — 1 4 25 38 — 4 10 100 124
New York (Upstate) 1 2 10 55 100 1 1 9 31 76 5 3 20 91 51
New York City 3 13 42 391 447 — 0 14 21 35 — 15 31 326 467
Pennsylvania N 0 0 N N N 0 0 N N 3 7 13 167 192

E.N. Central 3 65 110 1,772 1,929 — 4 10 101 170 — 30 56 576 952
Illinois N 0 0 N N N 0 0 N N — 13 23 217 470
Indiana — 14 32 369 434 — 1 4 16 33 — 3 14 74 75
Michigan 2 14 29 415 441 — 1 4 24 53 — 4 10 92 135
Ohio — 25 45 710 747 — 2 7 49 59 — 9 21 171 249
Wisconsin 1 9 24 278 307 — 0 3 12 25 — 1 4 22 23

W.N. Central — 5 35 91 505 — 1 5 4 69 — 7 18 135 139
Iowa N 0 0 N N N 0 0 N N — 0 3 11 9
Kansas N 0 0 N N N 0 0 N N — 0 3 7 10
Minnesota U 2 24 — 382 U 0 5 — 56 U 3 10 56 42
Missouri N 0 0 N N N 0 0 N N — 2 9 59 73
Nebraska§ — 2 9 73 85 — 0 1 4 11 — 0 2 2 5
North Dakota — 0 18 18 38 — 0 1 — 2 — 0 1 — —
South Dakota N 0 0 N N N 0 0 N N — 0 1 — —

S. Atlantic 22 68 170 2,168 2,523 4 6 22 165 317 14 62 178 1,491 1,474
Delaware — 1 6 33 21 — 0 1 — — 3 0 4 12 3
District of Columbia — 1 3 28 51 — 0 1 4 7 1 3 8 99 73
Florida 16 23 68 880 955 3 3 13 80 127 1 23 44 540 519
Georgia 1 19 54 488 817 — 2 7 40 97 1 10 130 236 315
Maryland§ 3 10 32 322 294 1 1 4 18 35 — 8 17 200 131
North Carolina N 0 0 N N N 0 0 N N — 7 19 180 235
South Carolina§ 2 8 25 292 318 — 1 3 18 37 4 4 10 109 62
Virginia§ N 0 0 N N N 0 0 N N 4 5 16 114 133
West Virginia — 1 48 125 67 — 0 6 5 14 — 0 2 1 3

E.S. Central 4 19 36 568 643 2 1 4 34 62 14 15 34 330 432
Alabama§ N 0 0 N N N 0 0 N N — 3 11 80 129
Kentucky N 0 0 N N N 0 0 N N 2 2 16 55 65
Mississippi N 0 0 N N N 0 0 N N 10 3 16 75 95
Tennessee§ 4 19 36 568 643 2 1 4 34 62 2 5 11 120 143

W.S. Central 12 31 368 1,120 1,137 2 4 30 100 150 6 38 71 827 992
Arkansas§ 1 3 26 144 108 — 0 3 11 11 6 3 10 96 131
Louisiana — 3 11 97 61 — 0 2 8 16 — 7 36 171 204
Oklahoma N 0 0 N N N 0 0 N N — 1 6 25 52
Texas§ 11 26 333 879 968 2 3 27 81 123 — 23 33 535 605

Mountain 10 32 72 1,101 1,105 — 3 8 82 154 — 12 24 271 279
Arizona 1 12 45 526 540 — 1 5 38 70 — 4 9 101 109
Colorado 9 11 23 345 322 — 1 4 25 45 — 2 8 54 64
Idaho§ N 0 0 N N N 0 0 N N — 0 2 4 2
Montana§ N 0 0 N N N 0 0 N N — 0 2 2 2
Nevada§ N 0 0 N N N 0 0 N N — 3 9 73 42
New Mexico§ — 3 13 150 105 — 0 2 9 13 — 1 4 31 22
Utah — 3 8 63 128 — 0 3 10 24 — 0 5 6 38
Wyoming§ — 0 15 17 10 — 0 1 — 2 — 0 0 — —

Pacific — 2 11 93 61 — 0 2 7 13 13 51 66 1,176 1,150
Alaska — 2 11 92 61 — 0 2 7 13 — 0 0 — 3
California N 0 0 N N N 0 0 N N 7 42 57 983 979
Hawaii — 0 3 1 — — 0 0 — — — 0 5 7 21
Oregon N 0 0 N N N 0 0 N N 3 1 7 43 30
Washington N 0 0 N N N 0 0 N N 3 6 13 143 117

Territories
American Samoa N 0 0 N N N 0 0 N N — 0 0 — —
C.N.M.I. — — — — — — — — — — — — — — —
Guam — 0 0 — — — 0 0 — — — 0 0 — —
Puerto Rico — 0 0 — — — 0 0 — — — 4 12 121 121
U.S. Virgin Islands — 0 0 — — — 0 0 — — — 0 0 — —

C.N.M.I.: Commonwealth of Northern Mariana Islands.
U: Unavailable. —: No reported cases. N: Not reportable. NN: Not Nationally Notifiable. Cum: Cumulative year-to-date counts. Med: Median. Max: Maximum.
* Case counts for reporting year 2010 and 2011 are provisional and subject to change. For further information on interpretation of these data, see http://www.cdc.gov/osels/ph_surveillance/

nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf. Data for TB are displayed in Table IV, which appears quarterly.
† Includes drug resistant and susceptible cases of invasive Streptococcus pneumoniae disease among children <5 years and among all ages. Case definition: Isolation of S. pneumoniae from 

a normally sterile body site (e.g., blood or cerebrospinal fluid).
§ Contains data reported through the National Electronic Disease Surveillance System (NEDSS).

http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
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TABLE II. (Continued) Provisional cases of selected notifiable diseases, United States, weeks ending July 2, 2011, and July 3, 2010 (26th week)*

West Nile virus disease†

Reporting area

Varicella (chickenpox) Neuroinvasive Nonneuroinvasive§

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010

Current 
week

Previous 52 weeks Cum 
2011

Cum 
2010Med Max Med Max Med Max

United States 156 248 367 6,122 9,122 — 0 71 1 21 — 0 53 1 33
New England — 17 46 443 616 — 0 3 — — — 0 2 — 1

Connecticut — 5 15 139 190 — 0 2 — — — 0 2 — 1
Maine¶ — 5 16 115 107 — 0 0 — — — 0 0 — —
Massachusetts — 4 17 103 165 — 0 2 — — — 0 1 — —
New Hampshire — 1 9 9 73 — 0 1 — — — 0 0 — —
Rhode Island¶ — 0 5 17 18 — 0 0 — — — 0 0 — —
Vermont¶ — 2 10 60 63 — 0 0 — — — 0 0 — —

Mid. Atlantic 23 31 55 871 1,004 — 0 19 — — — 0 13 — —
New Jersey 22 9 39 358 366 — 0 3 — — — 0 6 — —
New York (Upstate) N 0 0 N N — 0 9 — — — 0 7 — —
New York City — 0 0 — — — 0 7 — — — 0 4 — —
Pennsylvania 1 19 41 513 638 — 0 3 — — — 0 3 — —

E.N. Central 1 68 118 1,618 3,062 — 0 15 — — — 0 7 — —
Illinois — 17 31 419 753 — 0 10 — — — 0 4 — —
Indiana¶ — 5 18 123 225 — 0 2 — — — 0 2 — —
Michigan 1 20 38 537 955 — 0 6 — — — 0 1 — —
Ohio — 20 57 538 816 — 0 1 — — — 0 1 — —
Wisconsin — 3 22 1 313 — 0 0 — — — 0 1 — —

W.N. Central 7 12 42 198 482 — 0 7 — — — 0 11 — 10
Iowa N 0 0 N N — 0 1 — — — 0 2 — —
Kansas¶ — 4 15 56 209 — 0 1 — — — 0 3 — 3
Minnesota U 0 0 — — U 0 1 — — U 0 3 — —
Missouri — 5 24 97 224 — 0 1 — — — 0 0 — —
Nebraska¶ — 0 5 3 5 — 0 3 — — — 0 7 — 4
North Dakota 7 0 10 23 29 — 0 2 — — — 0 2 — 1
South Dakota — 1 7 19 15 — 0 2 — — — 0 3 — 2

S. Atlantic 6 35 64 1,023 1,316 — 0 6 — — — 0 4 — 3
Delaware¶ — 0 3 5 19 — 0 0 — — — 0 0 — —
District of Columbia — 0 1 8 15 — 0 1 — — — 0 1 — —
Florida¶ 5 15 38 516 653 — 0 3 — — — 0 1 — —
Georgia N 0 0 N N — 0 1 — — — 0 3 — 3
Maryland¶ N 0 0 N N — 0 3 — — — 0 2 — —
North Carolina N 0 0 N N — 0 0 — — — 0 0 — —
South Carolina¶ — 0 8 11 74 — 0 1 — — — 0 0 — —
Virginia¶ 1 9 25 242 302 — 0 1 — — — 0 1 — —
West Virginia — 7 32 241 253 — 0 0 — — — 0 0 — —

E.S. Central — 5 15 166 182 — 0 1 — 2 — 0 3 1 1
Alabama¶ — 5 14 157 175 — 0 0 — 1 — 0 1 — 1
Kentucky N 0 0 N N — 0 1 — — — 0 1 — —
Mississippi — 0 3 9 7 — 0 1 — 1 — 0 2 1 —
Tennessee¶ N 0 0 N N — 0 1 — — — 0 2 — —

W.S. Central 115 43 258 1,359 1,730 — 0 16 — 3 — 0 3 — —
Arkansas¶ — 3 17 119 120 — 0 3 — — — 0 1 — —
Louisiana — 2 5 48 44 — 0 3 — 2 — 0 1 — —
Oklahoma N 0 0 N N — 0 1 — — — 0 0 — —
Texas¶ 115 37 247 1,192 1,566 — 0 15 — 1 — 0 2 — —

Mountain 3 14 50 383 670 — 0 18 1 13 — 0 15 — 17
Arizona — 0 0 — — — 0 13 1 12 — 0 9 — 9
Colorado¶ 3 5 31 146 233 — 0 5 — 1 — 0 11 — 7
Idaho¶ N 0 0 N N — 0 0 — — — 0 1 — —
Montana¶ — 2 28 92 145 — 0 0 — — — 0 0 — —
Nevada¶ N 0 0 N N — 0 0 — — — 0 1 — 1
New Mexico¶ — 1 8 23 63 — 0 6 — — — 0 2 — —
Utah — 4 26 115 216 — 0 1 — — — 0 1 — —
Wyoming¶ — 0 3 7 13 — 0 1 — — — 0 1 — —

Pacific 1 2 6 61 60 — 0 8 — 3 — 0 6 — 1
Alaska — 1 5 29 22 — 0 0 — — — 0 0 — —
California — 0 3 6 20 — 0 8 — 3 — 0 6 — 1
Hawaii 1 1 4 26 18 — 0 0 — — — 0 0 — —
Oregon N 0 0 N N — 0 0 — — — 0 0 — —
Washington N 0 0 N N — 0 1 — — — 0 1 — —

Territories
American Samoa N 0 0 N N — 0 0 — — — 0 0 — —
C.N.M.I. — — — — — — — — — — — — — — —
Guam — 0 4 16 17 — 0 0 — — — 0 0 — —
Puerto Rico 1 7 31 59 314 — 0 0 — — — 0 0 — —
U.S. Virgin Islands — 0 0 — — — 0 0 — — — 0 0 — —

C.N.M.I.: Commonwealth of Northern Mariana Islands.
U: Unavailable. —: No reported cases. N: Not reportable. NN: Not Nationally Notifiable. Cum: Cumulative year-to-date counts. Med: Median. Max: Maximum.
* Case counts for reporting year 2010 and 2011 are provisional and subject to change. For further information on interpretation of these data, see http://www.cdc.gov/osels/ph_surveillance/

nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf. Data for TB are displayed in Table IV, which appears quarterly.
† Updated weekly from reports to the Division of Vector-Borne Infectious Diseases, National Center for Zoonotic, Vector-Borne, and Enteric Diseases (ArboNET Surveillance). Data for California 

serogroup, eastern equine, Powassan, St. Louis, and western equine diseases are available in Table I.
§ Not reportable in all states. Data from states where the condition is not reportable are excluded from this table, except starting in 2007 for the domestic arboviral diseases and influenza-

associated pediatric mortality, and in 2003 for SARS-CoV. Reporting exceptions are available at http://www.cdc.gov/osels/ph_surveillance/nndss/phs/infdis.htm. 
¶ Contains data reported through the National Electronic Disease Surveillance System (NEDSS).

http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/files/ProvisionalNationa%20NotifiableDiseasesSurveillanceData20100927.pdf
http://www.cdc.gov/osels/ph_surveillance/nndss/phs/infdis.htm
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TABLE III. Deaths in 122 U.S. cities,* week ending July 2, 2011 (26th week)

Reporting area

All causes, by age (years)

P&I† 
Total

Reporting area 
(Continued)

All causes, by age (years)

P&I† 
Total

All  
Ages ≥65 45–64 25–44 1–24 <1

All  
Ages ≥65 45–64 25–44 1–24 <1

New England 448 315 88 30 7 8 50 S. Atlantic 1,169 751 289 74 37 18 64
Boston, MA 126 77 29 13 4 3 13 Atlanta, GA 140 77 48 8 6 1 7
Bridgeport, CT 21 11 4 6 — — 2 Baltimore, MD 150 81 44 17 3 5 13
Cambridge, MA 12 7 4 — 1 — 1 Charlotte, NC 134 91 27 8 5 3 8
Fall River, MA 18 13 5 — — — — Jacksonville, FL 146 96 35 10 3 2 7
Hartford, CT 50 38 8 3 1 — 7 Miami, FL 105 71 18 6 10 — 6
Lowell, MA 27 24 2 1 — — 3 Norfolk, VA 48 32 11 2 2 1 —
Lynn, MA 5 4 1 — — — 1 Richmond, VA 48 31 9 6 1 1 4
New Bedford, MA 24 19 5 — — — 2 Savannah, GA 54 35 14 5 — — 6
New Haven, CT 29 22 3 3 1 — 6 St. Petersburg, FL 53 43 5 3 2 — 1
Providence, RI 41 28 9 2 — 2 3 Tampa, FL 167 116 39 6 3 3 8
Somerville, MA 1 1 — — — — — Washington, D.C. 114 68 39 3 2 2 3
Springfield, MA 35 25 7 1 — 2 4 Wilmington, DE 10 10 — — — — 1
Waterbury, CT 14 12 2 — — — 2 E.S. Central 879 579 220 48 15 17 65
Worcester, MA 45 34 9 1 — 1 6 Birmingham, AL 188 120 51 10 2 5 18

Mid. Atlantic 1,685 1,181 362 81 34 26 88 Chattanooga, TN 77 62 10 5 — — 4
Albany, NY 47 36 5 2 2 2 2 Knoxville, TN 110 78 22 4 4 2 8
Allentown, PA 33 25 5 2 1 — 6 Lexington, KY 66 48 10 3 3 2 2
Buffalo, NY 54 39 11 3 1 — — Memphis, TN 196 119 57 14 3 3 16
Camden, NJ 21 6 5 5 1 4 2 Mobile, AL 65 44 14 6 1 — 4
Elizabeth, NJ 9 6 2 1 — — 1 Montgomery, AL 34 23 7 1 1 2 3
Erie, PA 54 43 8 3 — — 2 Nashville, TN 143 85 49 5 1 3 10
Jersey City, NJ 9 5 3 1 — — 2 W.S. Central 1,060 676 240 80 43 21 52
New York City, NY 967 683 207 45 16 15 48 Austin, TX 79 50 12 11 3 3 2
Newark, NJ 15 6 7 — 1 1 2 Baton Rouge, LA 54 37 10 3 2 2 —
Paterson, NJ 24 16 6 1 1 — 1 Corpus Christi, TX 75 45 17 3 6 4 2
Philadelphia, PA 134 85 40 4 2 3 7 Dallas, TX 174 105 41 13 9 6 10
Pittsburgh, PA§ 32 20 9 2 — 1 — El Paso, TX 101 72 16 10 3 — —
Reading, PA 38 32 5 1 — — — Fort Worth, TX U U U U U U U
Rochester, NY 71 44 18 5 4 — 4 Houston, TX 159 102 32 15 7 3 13
Schenectady, NY 10 8 1 1 — — 1 Little Rock, AR U U U U U U U
Scranton, PA 24 17 7 — — — 1 New Orleans, LA U U U U U U U
Syracuse, NY 84 69 12 2 1 — 8 San Antonio, TX 262 170 68 16 5 3 11
Trenton, NJ 35 23 7 2 3 — — Shreveport, LA 37 26 8 2 1 — 4
Utica, NY 6 4 2 — — — — Tulsa, OK 119 69 36 7 7 — 10
Yonkers, NY 18 14 2 1 1 — 1 Mountain 1,003 644 248 72 22 16 73

E.N. Central 1,851 1,214 465 106 41 25 127 Albuquerque, NM 157 90 40 20 4 3 17
Akron, OH 40 31 7 2 — — 5 Boise, ID 67 44 16 4 2 1 8
Canton, OH 35 23 10 2 — — 2 Colorado Springs, CO 68 50 13 3 — 2 4
Chicago, IL 201 132 50 14 5 — 13 Denver, CO 82 48 25 7 1 1 4
Cincinnati, OH 83 51 23 6 — 3 5 Las Vegas, NV 265 188 63 9 3 1 22
Cleveland, OH 227 155 53 11 4 4 12 Ogden, UT 33 16 13 1 1 2 3
Columbus, OH 170 104 49 11 5 1 12 Phoenix, AZ U U U U U U U
Dayton, OH 111 84 22 3 1 1 8 Pueblo, CO 33 21 10 2 — — 1
Detroit, MI 142 58 54 18 9 3 4 Salt Lake City, UT 136 83 33 13 5 2 11
Evansville, IN 39 29 6 3 — 1 1 Tucson, AZ 162 104 35 13 6 4 3
Fort Wayne, IN 70 44 18 5 2 1 3 Pacific 1,365 911 335 70 36 13 123
Gary, IN 10 6 3 — — 1 1 Berkeley, CA 12 6 4 — — 2 —
Grand Rapids, MI 60 46 11 2 — 1 6 Fresno, CA 106 70 27 1 6 2 14
Indianapolis, IN 232 140 64 16 7 5 14 Glendale, CA 33 26 7 — — — 4
Lansing, MI 43 31 10 2 — — 6 Honolulu, HI 70 48 18 4 — — 8
Milwaukee, WI 71 44 22 2 3 — 6 Long Beach, CA 71 47 19 3 2 — 9
Peoria, IL 46 33 9 3 — 1 3 Los Angeles, CA 231 140 64 16 8 3 24
Rockford, IL 63 44 14 1 4 — 7 Pasadena, CA 19 18 1 — — — 2
South Bend, IN 60 46 10 2 — 2 10 Portland, OR 127 79 33 10 3 2 7
Toledo, OH 98 70 23 3 1 1 7 Sacramento, CA 191 130 50 8 3 — 19
Youngstown, OH 50 43 7 — — — 2 San Diego, CA 155 107 33 8 4 3 8

W.N. Central 525 324 126 36 22 17 32 San Francisco, CA 35 27 4 4 — — 4
Des Moines, IA 58 43 8 2 3 2 6 San Jose, CA U U U U U U U
Duluth, MN U U U U U U U Santa Cruz, CA 24 13 8 3 — — 4
Kansas City, KS 26 15 5 3 3 — 1 Seattle, WA 100 62 24 9 4 1 4
Kansas City, MO 74 54 10 7 1 2 3 Spokane, WA 53 39 10 2 2 — 8
Lincoln, NE 49 33 13 1 — 2 1 Tacoma, WA 138 99 33 2 4 — 8
Minneapolis, MN U U U U U U U Total¶ 9,985 6,595 2,373 597 257 161 674
Omaha, NE 61 43 14 1 1 2 5
St. Louis, MO 155 77 44 15 11 8 11
St. Paul, MN U U U U U U U
Wichita, KS 102 59 32 7 3 1 5

U: Unavailable. —: No reported cases.
* Mortality data in this table are voluntarily reported from 122 cities in the United States, most of which have populations of >100,000. A death is reported by the place of its occurrence and 

by the week that the death certificate was filed. Fetal deaths are not included.
† Pneumonia and influenza.
§ Because of changes in reporting methods in this Pennsylvania city, these numbers are partial counts for the current week. Complete counts will be available in 4 to 6 weeks.
¶ Total includes unknown ages.
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Summary

These guidelines for the treatment of persons who have or are at risk for sexually transmitted diseases (STDs) were updated by 
CDC after consultation with a group of professionals knowledgeable in the field of STDs who met in Atlanta on April 18–30, 
2009. The information in this report updates the 2006 Guidelines for Treatment of Sexually Transmitted Diseases (MMWR 
2006;55[No. RR–11]). Included in these updated guidelines is new information regarding 1) the expanded diagnostic evaluation 
for cervicitis and trichomoniasis; 2) new treatment recommendations for bacterial vaginosis and genital warts; 3) the clinical 
efficacy of azithromycin for chlamydial infections in pregnancy; 4) the role of Mycoplasma genitalium and trichomoniasis in 
urethritis/cervicitis and treatment-related implications; 5) lymphogranuloma venereum proctocolitis among men who have sex 
with men; 6) the criteria for spinal fluid examination to evaluate for neurosyphilis; 7) the emergence of azithromycin-resistant 
Treponema pallidum; 8) the increasing prevalence of antimicrobial-resistant Neisseria gonorrhoeae; 9) the sexual transmission 
of hepatitis C; 10) diagnostic evaluation after sexual assault; and 11) STD prevention approaches.

Introduction
The term sexually transmitted diseases (STDs) is used to 

refer to a variety of clinical syndromes caused by pathogens 
that can be acquired and transmitted through sexual activity. 
Physicians and other health-care providers play a critical role in 
preventing and treating STDs. These guidelines for the treat-
ment of STDs are intended to assist with that effort. Although 
these guidelines emphasize treatment, prevention strategies and 
diagnostic recommendations also are discussed.

These recommendations should be regarded as a source of 
clinical guidance and not prescriptive standards; health-care 
providers should always consider the clinical circumstances of 
each person in the context of local disease prevalence. They are 
applicable to various patient-care settings, including family-
planning clinics, private physicians’ offices, managed care orga-
nizations, and other primary-care facilities. These guidelines 
focus on the treatment and counseling of individual patients 
and do not address other community services and interven-
tions that are essential to STD/human immunodeficiency virus 
(HIV) prevention efforts.

Methods
These guidelines were developed using a multistage 

process. Beginning in 2008, CDC staff members and public 
and private sector experts knowledgeable in the field of STDs 
systematically reviewed literature using an evidence-based 
approach (e.g., published abstracts and peer-reviewed journal 
articles), focusing on the common STDs and information that 
had become available since publication of the 2006 Guidelines 
for Treatment of Sexually Transmitted Diseases (1). CDC staff 
members and STD experts developed background papers and 
tables of evidence that summarized the type of study (e.g., 
randomized controlled trial or case series), study population 
and setting, treatments or other interventions, outcome 
measures assessed, reported findings, and weaknesses and biases 
in study design and analysis. CDC staff then developed a draft 
document on the basis of this evidence-based review. In April 
2009, this information was presented at a meeting of invited 
consultants (including public- and private-sector professionals 
knowledgeable in the treatment of patients with STDs), where 
all evidence from the literature reviews pertaining to STD 
management was discussed. 

Specifically, participants identified key questions regarding 
STD treatment that emerged from the literature reviews and 
discussed the information available to answer those ques-
tions. Discussion focused on four principal outcomes of STD 
therapy for each individual disease: 1) treatment of infection 
based on microbiologic eradication; 2) alleviation of signs 
and symptoms; 3) prevention of sequelae; and 4) prevention 
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of transmission. Cost-effectiveness and other advantages (e.g., 
single-dose formulations and directly observed therapy [DOT]) 
of specific regimens also were discussed. The consultants then 
assessed whether the questions identified were relevant, ranked 
them in order of priority, and answered the questions using 
the available evidence. In addition, the consultants evaluated 
the quality of evidence supporting the answers on the basis of 
the number, type, and quality of the studies.

The sections on hepatitis B virus (HBV) and hepatitis A 
virus (HAV) infections are based on previously published 
recommendations of the Advisory Committee on Immunization 
Practices (ACIP) (2–4). The recommendations for STD 
screening during pregnancy and cervical cancer screening 
were developed after CDC staff reviewed the published 
recommendations from other professional organizations, 
including the American College of Obstetricians and 
Gynecologists (ACOG), United States Preventive Services Task 
Force (USPSTF), and ACIP.

Throughout this report, the evidence used as the basis for 
specific recommendations is discussed briefly. More compre-
hensive, annotated discussions of such evidence will appear 
in background papers that will be published in a supplement 
issue of the journal Clinical Infectious Diseases. When more 
than one therapeutic regimen is recommended, the sequence is 
alphabetized unless the choices for therapy are prioritized based 
on efficacy, convenience, or cost. For those infections with 
more than one recommended regimen, almost all regimens 
have similar efficacy and similar rates of intolerance or toxicity 
unless otherwise specified. Recommended regimens should 
be used primarily; alternative regimens can be considered in 
instances of significant drug allergy or other contraindications 
to the recommended regimens.

Clinical Prevention Guidance
The prevention and control of STDs are based on the 

following five major strategies: 
•	 education	and	counseling	of	persons	at	risk	on	ways	to	

avoid STDs through changes in sexual behaviors and use 
of recommended prevention services;

•	 identification	of	asymptomatically	infected	persons	and	
of symptomatic persons unlikely to seek diagnostic and 
treatment services;

•	 effective	diagnosis,	treatment,	and	counseling	of	infected	
persons; 

•	 evaluation,	treatment,	and	counseling	of	sex	partners	of	
persons who are infected with an STD; and

•	 pre-exposure	vaccination	of	persons	at	risk	for	vaccine-
preventable STDs.

Primary prevention of STDs begins with changing the sexual 
behaviors that place persons at risk for infection. Health-care 
providers have a unique opportunity to provide education and 
counseling to their patients (5,6). As part of the clinical inter-
view, health-care providers should routinely and regularly obtain 
sexual histories from their patients and address management of 
risk reduction as indicated in this report. Guidance in obtain-
ing a sexual history is available in Contraceptive Technology, 19th 
edition (7) and in the curriculum provided by CDC’s STD/
HIV Prevention Training Centers (http://www.stdhivpreven-
tiontraining.org). Effective interviewing and counseling skills, 
characterized by respect, compassion, and a nonjudgmental 
attitude toward all patients, are essential to obtaining a thorough 
sexual history and to delivering prevention messages effectively. 
Key techniques that can be effective in facilitating rapport with 
patients include the use of 1) open-ended questions (e.g., “Tell 
me about any new sex partners you’ve had since your last visit,” 
and “What’s your experience with using condoms been like?”); 
2) understandable language (“Have you ever had a sore or scab 
on your penis?”); and 3) normalizing language (“Some of my 
patients have difficulty using a condom with every sex act. How 
is it for you?”). The “Five P’s” approach to obtaining a sexual 
history is an example of an effective strategy for eliciting infor-
mation concerning five key areas of interest (Box 1).

Efforts should be made to ensure that all patients are treated 
regardless of individual circumstances (e.g., ability to pay, citi-
zenship or immigration status, language spoken, or specific sex 
practices). Patients seeking treatment or screening for a particular 
STD should be evaluated for all common STDs. All patients 
should be informed about all the STDs for which they are being 
tested and notified about tests for common STDs (e.g., genital 
herpes) that are available but not being performed. 

STD/HIV Prevention Counseling
USPSTF recommends high-intensity behavioral counseling 

for all sexually active adolescents and for adults at increased 
risk for STDs and HIV (5,6). All providers should routinely 
obtain a sexual history from their patients and encourage risk-
reduction using various strategies; effective delivery of prevention 
messages requires that providers communicate general risk-
reduction messages relevant to the client and that providers 
educate the client about specific actions that can reduce the 
risk for STD/HIV transmission (e.g., abstinence, condom use, 
limiting the number of sex partners, modifying sexual practices, 
and vaccination), each of which is discussed separately in this 
report (see Prevention Methods). Prevention counseling is 
most effective if provided in a nonjudgmental and empathetic 
manner appropriate to the patient’s culture, language, sex, sexual 
orientation, age, and developmental level.

http://www.stdhivpreventiontraining.org
http://www.stdhivpreventiontraining.org
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Interactive counseling approaches directed at a patient’s 
personal risk, the situations in which risk occurs, and the use 
of personalized goal-setting strategies are effective in STD/
HIV prevention (5,6). One such approach, known as client-
centered STD/HIV prevention counseling, involves tailoring a 
discussion of risk reduction to the patient’s individual situation. 
Client-centered counseling can increase the likelihood that the 
patient undertakes or enhances current risk-reduction practices, 
especially among persons seeking STD care. One such approach, 
known as Project RESPECT, demonstrated that a brief counsel-
ing intervention led to a reduced frequency of STD/HIV risk-
related behaviors and resulted in lowered acquisition rates for 
curable STDs, including trichomoniasis, chlamydia, gonorrhea, 
and syphilis (8,9). Practice models based on Project RESPECT 
have been successfully implemented in clinic-based settings. 
Other approaches use motivational interviewing to move clients 
toward achievable risk reduction goals. CDC provides additional 
information on these and other effective behavioral interventions 
at http://effectiveinterventions.org.

Interactive counseling can be used effectively by all health-
care providers, counselors, and other clinical staff trained in 
counseling approaches. Extensive training is not a prerequisite 
for effective risk reduction counseling; however, the quality 
of counseling is improved when providers receive training in 
prevention counseling methods and skill-building approaches, 
providers are periodically observed when providing counseling 
and given immediate feedback by persons with expertise in 
the counseling approach, counselors are periodically evalu-
ated and patients asked to evaluate their level of satisfaction, 
and providers have access to expert assistance or referral for 
challenging situations. Training in client-centered counseling 
is available through the CDC STD/HIV Prevention Training 
Centers (http://www.stdhivpreventiontraining.org). 

In addition to individual prevention counseling, videos and 
large group presentations can provide explicit information con-
cerning STDs and instruction to reduce disease transmission 
(e.g., how to use condoms correctly). Group-based strategies 
have been effective in reducing the occurrence of additional 
STDs among persons at high risk, including those attending 
STD clinics (10).

Because the incidence of some STDs, notably syphilis, is 
higher in HIV-infected persons, the use of client-centered STD 
counseling for HIV-infected persons has been strongly encour-
aged by public health agencies and other health organizations. 
Consensus guidelines issued by CDC, the Health Resources 
and Services Administration, the HIV Medicine Association of 
the Infectious Diseases Society of America, and the National 
Institutes of Health emphasize that STD/HIV risk assessment, 

Box 1. The Five P’s: Partners, Prevention of Pregnancy, Protection 
from STDs, Practices, and Past History of STDs

1. Partners
•	 “Do	you	have	sex	with	men,	women,	or	both?”
•	 “In	the	past	2	months,	how	many	partners	have	

you had sex with?”
•	 “In	the	past	12	months,	how	many	partners	have	

you had sex with?”
•	 “Is	it	possible	that	any	of	your	sex	partners	in	the	

past 12 months had sex with someone else while 
they were still in a sexual relationship with you?”

2. Prevention of pregnancy
•	 “What	are	you	doing	to	prevent	pregnancy?”

3. Protection from STDs
•	 “What	do	you	do	to	protect	yourself	from	STDs	

and HIV?”
4. Practices

•	 “To	 understand	 your	 risks	 for	 STDs,	 I	 need	
to understand the kind of sex you have had 
recently.”

•	 “Have	 you	 had	 vaginal	 sex,	meaning	 ‘penis	 in	
vagina sex’?” If yes, “Do you use condoms: never, 
sometimes, or always?”

•	 “Have	you	had	anal	sex,	meaning	‘penis	in	rectum/
anus sex’?” If yes, “Do you use condoms: never, 
sometimes, or always?”

•	 “Have	you	had	oral	sex,	meaning	‘mouth	on	penis/
vagina’?”

For condom answers:
•	 If	“never:”	“Why	don’t	you	use	condoms?”
•	 If	“sometimes:”	“In	what	situations	(or	with	whom)	

do you not use condoms?”
5. Past history of STDs

•	 “Have	you	ever	had	an	STD?”
•		“Have	any	of	your	partners	had	an	STD?”

Additional questions to identify HIV and viral hepatitis 
risk include:

•	 “Have	you	or	any	of	your	partners	ever	injected	
drugs?”

•	 “Have	any	of	your	partners	exchanged	money	or	
drugs for sex?”

•	 “Is	there	anything	else	about	your	sexual	practices	
that I need to know about?”

http://effectiveinterventions.org
http://www.stdhivpreventiontraining.org
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STD screening, and client-centered risk reduction counseling 
should be provided routinely to HIV-infected persons (11). 
Several specific methods have been designed for the HIV care 
setting (12–14), and additional information regarding these 
approaches is available at http://effectiveinterventions.org.

Prevention Methods
Abstinence and Reduction of number of Sex 
Partners

A reliable way to avoid transmission of STDs is to abstain 
from oral, vaginal, and anal sex or to be in a long-term, mutu-
ally monogamous relationship with an uninfected partner. For 
persons who are being treated for an STD (or whose partners 
are undergoing treatment), counseling that encourages absti-
nence from sexual intercourse until completion of the entire 
course of medication is crucial. A more comprehensive discus-
sion of abstinence and other sexual practices than can help 
persons reduce their risk for STDs is available in Contraceptive 
Technology, 19th Edition (7). For persons embarking on a 
mutually monogamous relationship, screening for common 
STDs before initiating sex might reduce the risk for future 
disease transmission.

Pre-exposure Vaccination
Pre-exposure vaccination is one of the most effective 

methods for preventing transmission of some STDs. Two 
human papillomavirus (HPV) vaccines are available for females 
aged 9–26 years to prevent cervical precancer and cancer 
(15,16): the quadrivalent HPV vaccine (Gardasil) and the 
bivalent HPV vaccine (Cervarix). Gardasil also prevents genital 
warts. Routine vaccination of females aged 11 or 12 years is 
recommended with either vaccine, as is catch-up vaccination for 
females aged 13–26 years. Gardasil can be administered to males 
aged 9–26 years to prevent genital warts (17). Details regarding 
HPV vaccination are available at www.cdc.gov/std/hpv.

Hepatitis B vaccination is recommended for all unvacci-
nated, uninfected persons being evaluated for an STD (3,4). 
In addition, hepatitis A and B vaccines are recommended for 
men who have sex with men (MSM) and injection-drug users 
(IDUs) (2–4); each of these vaccines should also be adminis-
tered to HIV-infected persons who have not yet been infected 
with one or both types of hepatitis virus. Details regarding 
hepatitis A and B vaccination are available at http://www.cdc.
gov/hepatitis. 

Male Condoms
When used consistently and correctly, male latex condoms 

are highly effective in preventing the sexual transmission of 
HIV infection. In heterosexual serodiscordant relationships 

(i.e., those involving one infected and one uninfected partner) 
in which condoms were consistently used, HIV-negative part-
ners were 80% less likely to become HIV-infected compared 
with persons in similar relationships in which condoms were 
not used (18). 

Moreover, studies show condoms can reduce the risk for 
other STDs, including chlamydia, gonorrhea, and trichomo-
niasis; by limiting lower genital tract infections, condoms also 
might reduce the risk for women developing pelvic inflam-
matory disease (PID) (19,20). In addition, consistent and 
correct use of latex condoms also reduces the risk for genital 
herpes, syphilis, and chancroid when the infected area or site 
of potential exposure is covered, although data for this effect 
are more limited (21–24). Additional information is available 
at www.cdc.gov/condomeffectiveness/latex.htm.

Cohort studies have demonstrated that condoms protect 
against the acquisition of genital HPV infection. A prospective 
study among newly sexually active women who were attending 
college demonstrated that consistent and correct condom use 
was associated with a 70% reduction in risk for HPV trans-
mission (25). Use of condoms also appears to reduce the risk 
for HPV-associated diseases (e.g., genital warts and cervical 
cancer) and mitigate the adverse consequences of infection 
with HPV. Condom use has been associated with higher rates 
of regression of cervical intraepithelial neoplasia (CIN) and 
clearance of HPV infection in women (26) and with regression 
of HPV-associated penile lesions in men (27). 

Condoms are regulated as medical devices and are subject 
to random sampling and testing by the U.S. Food and Drug 
Administration (FDA). Each latex condom manufactured in 
the United States is tested electronically for holes before pack-
aging. Rates of condom breakage during sexual intercourse and 
withdrawal are approximately two broken condoms per 100 
condoms used in the United States. The failure of condoms 
to protect against STD transmission or unintended pregnancy 
usually results from inconsistent or incorrect use rather than 
condom breakage (28). 

Male condoms made of materials other than latex are avail-
able in the United States. Two general categories of nonlatex 
condoms exist. The first type is made of polyurethane or other 
synthetic material and provides protection against STDs/HIV 
and pregnancy equal to that of latex condoms (29). These can 
be substituted for latex condoms by persons with latex allergy. 
Although they have had higher breakage and slippage rates 
when compared with latex condoms and are usually more 
costly, the pregnancy rates among women whose partners use 
these condoms are similar to those asociated with use of latex 
condoms (30). 

The second type is natural membrane condoms (frequently 
called “natural” condoms or, incorrectly, “lambskin” condoms). 

http://effectiveinterventions.org
http://www.cdc.gov/hepatitis
http://www.cdc.gov/hepatitis
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These condoms are usually made from lamb cecum and can 
have pores up to 1,500 nm in diameter. Although these pores 
do not allow the passage of sperm, they are more than 10 times 
the diameter of HIV and more than 25 times that of HBV 
(29). Moreover, laboratory studies demonstrate that viral STD 
transmission can occur with natural membrane condoms (29). 
Use of natural membrane condoms for prevention of STDs 
is not recommended.

Providers should advise their patients that condoms must 
be used consistently and correctly to be effective in preventing 
STDs; providing instructions about the correct use of condoms 
can be useful. Communicating the following recommendations 
can help ensure that patients use male condoms correctly: 

•	 Use	a	new	condom	with	each	sex	act	(i.e.,	oral,	vaginal,	
and anal).

•	 Carefully	handle	the	condom	to	avoid	damaging	it	with	
fingernails, teeth, or other sharp objects.

•	 Put	the	condom	on	after	the	penis	is	erect	and	before	any	
genital, oral, or anal contact with the partner.

•	 Use	 only	 water-based	 lubricants	 (e.g.,	 K-Y	 Jelly,	
Astroglide, AquaLube, and glycerin) with latex condoms. 
Oil-based lubricants (e.g., petroleum jelly, shortening, 
mineral oil, massage oils, body lotions, and cooking oil) 
can weaken latex and should not be used.

•	 Ensure	adequate	lubrication	during	vaginal	and	anal	sex,	
which might require the use of exogenous water-based 
lubricants.

•	 To	 prevent	 the	 condom	 from	 slipping	 off,	 hold	 the	
condom firmly against the base of the penis during 
withdrawal, and withdraw while the penis is still erect.

Female Condoms
Laboratory studies indicate that the female condom 

(Reality) is an effective mechanical barrier to viruses, includ-
ing HIV, and to semen. The first female condom approved 
for use in the United States consisted of a lubricated polyure-
thane sheath with a ring on each end that is inserted into the 
vagina. A newer version made from nitrile is now available in 
the United States.

A limited number of clinical studies have evaluated the 
efficacy of female condoms in providing protection from 
STDs, including HIV (31,32). Although female condoms 
are costly compared with male condoms, sex partners should 
consider using a female condom when a male condom cannot 
be used properly. The female condom also has been used for 
STDs/HIV protection during receptive anal intercourse (33); 
although it might provide some protection in this setting, its 
efficacy remains unknown.

Cervical Diaphragms
In observational studies, diaphragm use has been demon-

strated to protect against cervical gonorrhea, chlamydia, and 
trichomoniasis (34). A recent trial examined the effect of use 
of a diaphragm plus polycarbophil (Replens) lubricant on 
HIV acquisition in women in Africa relative to male condom 
use alone. The study revealed that neither the diaphragm nor 
the lubricant gel provided additional protective effect when 
compared with the use of condoms alone (35). Likewise, no 
difference by study arm in the rate of acquisition of chlamydia 
or gonorrhea occurred; however, data from participants who 
reported following the protocol for the use of these products 
suggested that consistent use of the diaphragm plus gel might 
reduce acquisition of gonorrhea (36). Diaphragms should not 
be relied on as the sole source of protection against HIV infec-
tion. Diaphragm and nonoxynol-9 (N-9) spermicide use have 
been associated with an increased risk for bacterial urinary-tract 
infections in women (37). 

Topical Microbicides and Spermicides
Studies examining nonspecific topical microbicides for 

the prevention of HIV and STD have demonstrated that 
these products are ineffective (38,39). Studies of spermicides 
containing N-9 have demonstrated that they should not be 
recommended for STDs/HIV prevention (40), and more 
recent randomized controlled trials have failed to show a pro-
tective effect against HIV acquisition for BufferGel (a vaginal 
buffering agent), Carraguard (a carrageenan derivative) (41), 
cellulose sulfate (an HIV entry inhibitor), (42)	and	SAVVY	
(1.0% C31G, a surfactant) (43,44).

Initial results from a study in which participants used 0.5% 
PRO2000 vaginal gel (a synthetic polyanion polymer that 
blocks cellular entry of HIV) on a daily basis appeared promis-
ing, reducing the rate of HIV acquisition by 30% relative to no 
gel (45). However, a recent randomized trial of approximately 
9,000 women failed to show any protective effect (46).

Topical antiretroviral agents for the prevention of HIV 
appear more promising. Use of tenofovir gel during sexual 
intercourse significantly reduced the rate of HIV acquisi-
tion (i.e., by 39%) in a study of South African women (47). 
Additional studies are being undertaken to elucidate the opti-
mal dosing regimens for this drug. 

Other products remain under study, including VivaGel, 
a topical vaginal microbicide. A list of products under 
development is maintained by the Alliance for Microbicide 
Development at www.microbicide.org.

 Condoms and n-9 Vaginal Spermicides
Condoms lubricated with spermicides are no more effec-

tive than other lubricated condoms in protecting against the 



6 MMWR December 17, 2010

transmission of HIV and other STDs (www.cdc.gov/condo-
meffectiveness/latex.htm). Furthermore, frequent use of sper-
micides containing N-9 has been associated with disruption 
of the genital epithelium, which might be associated with an 
increased risk for HIV transmission (40). Therefore, use of 
condoms lubricated with N-9 is not recommended for STD/
HIV prevention; in addition, spermicide-coated condoms cost 
more, have a shorter shelf-life than other lubricated condoms, 
and have been associated with urinary-tract infection in young 
women (37). 

Rectal Use of n-9 Spermicides
N-9 can damage the cells lining the rectum, which might 

provide a portal of entry for HIV and other sexually transmis-
sible agents. Therefore, it should not used as a microbicide or 
lubricant during anal intercourse by MSM or by women. 

nonbarrier Contraception, Surgical 
Sterilization, and Hysterectomy

Contraceptive methods that are not mechanical barriers 
offer no protection against HIV or other STDs. Sexually active 
women who use hormonal contraception (i.e., oral contracep-
tives, Norplant, and Depo-Provera), have intrauterine devices 
(IUDs), have been surgically sterilized, or have had hyster-
ectomies should be counseled regarding the use of condoms 
and the risk for STDs, including HIV infection, because these 
women might incorrectly perceive that they are not at risk 
for these diseases. Women who take oral contraceptives and 
are prescribed certain antibiotics should be counseled about 
potential interactions (7).

Male Circumcision
Although male circumcision should not be substituted 

for other HIV risk-reduction strategies, it has been shown to 
reduce the risk for HIV and some STDs in heterosexual men. 
Three randomized, controlled trials performed in regions of 
sub-Saharan Africa where generalized HIV epidemics involv-
ing predominantly heterosexual transmission were occurring 
demonstrated that male circumcision reduced the risk for 
HIV acquisition among men by 50%–60% (48–50). In these 
trials, circumcision was also protective against other STDs, 
including high-risk genital HPV infection and genital herpes 
(51–54). Despite these data, male circumcision has not been 
demonstrated to reduce the risk for HIV or other STDs among 
MSM (55). The World Health Organization (WHO) and the 
Joint United Nations Programme on HIV/AIDS (UNAIDS) 
have recommended that male circumcision be scaled up as 
an effective intervention for the prevention of heterosexually 
acquired HIV infection (56). These organizations also recom-
mend that countries with hyperendemic and generalized HIV 

epidemics and low prevalence of male circumcision expand 
access to safe male circumcision services within the context of 
ensuring universal access to comprehensive HIV prevention, 
treatment, care, and support. Similar recommendations have 
not been made in the United States, although evidence regard-
ing the role of male circumcision in the prevention of HIV/
AIDS is under review (57). 

Emergency Contraception (EC)
Women who might have been exposed to STDs during a 

recent act of unprotected intercourse also are at risk for preg-
nancy. Providers managing such women should offer coun-
seling about the option of EC if pregnancy is not desired. In 
the United States, EC products are available over-the-counter 
to women aged ≥17 years and by prescription to younger 
women. If these EC pill products are not readily accessible, 
many commonly available brands of oral contraceptive pills 
can effectively provide EC, but women must be instructed to 
take an appropriate and specified number of tablets at one time. 
All oral EC regimens are efficacious when initiated as soon as 
possible after unprotected sex, but have some efficacy as long 
as 5 days later. EC is ineffective (but is also not harmful) if the 
woman is already pregnant (58). More information about EC 
is available in the 19th edition of Contraceptive Technology (7) 
or http://ec.princeton.edu/emergency-contraception.html.

Insertion of an IUD up to 7 days after unprotected sex can 
reduce pregnancy risk by more than 99% (7). However, this 
method is not advisable for a woman who may have untreated 
cervical gonorrhea or chlamydia, who is already pregnant, or 
who has other contraindications to IUD use.

Postexposure Prophylaxis (PEP) for HIV and 
STD

Guidelines for the use of PEP aimed at preventing HIV 
infection as a result of sexual exposure are available and are 
discussed in this report (see Sexual Assault and STDs). Genital 
hygiene methods (e.g., vaginal washing and douching) after 
sexual exposure are ineffective in protecting against HIV and 
STD and might increase the risk for bacterial vaginosis, some 
STDs, and HIV (59).

Pre-exposure Prophylaxis (PrEP) for HIV 
and STD

Antiretroviral therapy (ART) has the potential to impact 
transmission and acquisition of HIV. In HIV-infected persons, 
ART reduces viral load and presumably reduces infectiousness 
(60). In HIV-uninfected persons, ART might reduce suscepti-
bility to infection, a concept supported both by animal stud-
ies and by a study of safety and acceptability involving West 
African women (61,62). A randomized, placebo-controlled 

http://ec.princeton.edu/emergency-contraception.html
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trial involving South African women recently demonstrated 
that use of tenofovir gel associated with sexual intercourse 
significantly reduced the rate of HIV and herpes simplex virus 
type 2 (HSV-2) acquisition by 39% and 51%, respectively 
(47,63).

Several large randomized controlled trials of PrEP are 
either underway or planned. These involve the oral use of 
non-nucleoside reverse transcriptase inhibitors (tenofovir or 
tenofovir-emtricitabine) or vaginal use of 1% tenofovir gel. 

Retesting to Detect Repeat Infections
Retesting several months after a diagnosis of chlamydia or 

gonorrhea can detect repeat infection and potentially can be 
used to enhance population-based prevention (64). Further 
details on retesting can be found in the specific sections on 
chlamydia and gonorrhea within this report. 

Partner Management
Partner management refers to a continuum of activities 

designed to increase the number of infected persons brought 
to treatment and disrupt transmission networks. Part of this 
continuum is partner notification — the process by which 
providers or public health authorities learn about the sex- and 
needle-sharing partners of infected patients and help to arrange 
for partner evaluation and treatment. Clinical-care providers 
can obtain this information and help to arrange for evaluation 
and treatment of sex partners directly or by cooperating with 
state and local health departments. The types and comprehen-
siveness of existing partner services and the specific STDs for 
which they are offered vary by provider, public health agency, 
and geographic area. Ideally, persons referred to such services 
should also receive health counseling and should be referred 
for other health services as appropriate.

Data are limited regarding whether partner notification 
effectively decreases exposure to STDs and whether it reduces 
the incidence and prevalence of these infections in a com-
munity. Nevertheless, evaluations of partner notification 
interventions have documented the important contribution 
this approach can make to case-finding in clinical and com-
munity contexts (65). When partners are treated, index patients 
have reduced risk for reinfection. Therefore, providers should 
encourage persons with STDs to notify their sex partners and 
urge them to seek medical evaluation and treatment. Further, 
providers can ask patients to bring partners with them when 
returning for treatment. Time spent with index patients to 
counsel them on the importance of notifying partners is associ-
ated with improved notification outcomes (66). 

When patients diagnosed with chlamydia or gonorrhea 
indicate that their partners are unlikely to seek evaluation and 

treatment, providers can offer patient-delivered partner therapy 
(PDPT), a form of expedited partner therapy (EPT) in which 
partners of infected persons are treated without previous medi-
cal evaluation or prevention counseling. Because EPT might be 
prohibited in some states and is the topic of ongoing legislation 
in others (67), providers should visit www.cdc.gov/std/ept to 
obtain updated information for their individual jurisdiction. 
Any medication or prescription provided for PDPT should be 
accompanied by treatment instructions, appropriate warnings 
about taking medications (if the partner is pregnant or has an 
allergy to the medication), general health counseling, and a 
statement advising that partners seek personal medical evalu-
ation, particularly women with symptoms of STDs or PID.

The evidence supporting PDPT is based on three clinical 
trials that included heterosexual men and women with chla-
mydia or gonorrhea. The trials and meta-analyses revealed that 
the magnitude of reduction in reinfection of index case-patients 
compared with patient referral differed according to the STD 
and the sex of the index case-patient (68–71). However, across 
trials, reductions in chlamydia prevalence at follow-up were 
approximately 20%; reductions in gonorrhea at follow-up were 
approximately 50%. Rates of notification increased in some 
trials and were equivalent to patient referral without PDPT in 
others. Existing data suggest that PDPT also might have a role 
in partner management for trichomoniasis; however, no single 
partner management intervention has been shown to be more 
effective than any other in reducing reinfection rates (72,73). 
No data support the use of PDPT in the routine management 
of patients with syphilis. No studies have been published 
involving PDPT for gonorrhea or chlamydia among MSM. 

Public health program involvement with partner notifica-
tion services varies by locale and by STD. Some programs 
have considered partner notification in a broader context, 
developing interventions to address sexual and social networks 
in which persons are exposed to STDs. Prospective evaluations 
incorporating the assessment of venues, community structure, 
and social and sexual contacts in conjunction with partner 
notification efforts have improved case-finding and illustrated 
transmission networks (74,75). While such efforts are beyond 
the scope of individual clinicians, support of and collaboration 
with STD programs by clinicians are critical to the success of 
social network-based interventions.

Certain evidence supports the use of the internet to facili-
tate partner notification (76), especially among MSM and 
in cases where no other identifying information is available, 
and many health departments now conduct formal internet 
partner notification (IPN) (http://www.ncsddc.org/upload/
wysiwyg/documents/NGuidelinesforInternet.htm). Clinical 
providers are unlikely to participate directly in IPN. However, 
when discussing partner notification approaches with patients, 

http://www.ncsddc.org/upload/wysiwyg/documents/NGuidelinesforInternet.htm
http://www.ncsddc.org/upload/wysiwyg/documents/NGuidelinesforInternet.htm
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they should be aware of the value of the internet in this type 
of communication and should know where to refer patients 
who are interested in using the internet to notify partners 
about their diagnosis. 

Reporting and Confidentiality
The accurate and timely reporting of STDs is integral to 

efforts to assess morbidity trends, allocate limited resources, and 
assist local health authorities in partner notification and treat-
ment. STD/HIV and acquired immunodeficiency syndrome 
(AIDS) cases should be reported in accordance with state and 
local statutory requirements. Syphilis, gonorrhea, chlamydia, 
chancroid, HIV infection, and AIDS are reportable diseases in 
every state. Because the requirements for reporting other STDs 
differ by state, clinicians should be familiar with the reporting 
requirements applicable within their jurisdictions.

Reporting can be provider- or laboratory-based. Clinicians 
who are unsure of state and local reporting requirements should 
seek advice from state or local health departments or STD 
programs. STDs and HIV reports are kept strictly confidential. 
In most jurisdictions, such reports are protected by statute 
from subpoena. Before conducting a follow-up of a positive 
STD-test result, public health professionals should consult 
the patient’s health-care provider to verify the diagnosis and 
to determine the treatments being received.

Special Populations

Pregnant Women
Intrauterine or perinatally transmitted STDs can have 

severely debilitating effects on pregnant women, their 
partners, and their fetuses. All pregnant women and their 
sex partners should be asked about STDs, counseled about 
the possibility of perinatal infections, and provided access to 
treatment, if needed.

Recommended Screening Tests
•	 All	 pregnant	women	 in	 the	United	 States	 should	 be	

screened for HIV infection as early in pregnancy as possi-
ble (77). Screening should be conducted after the woman 
is notified that she will be screened for HIV as part of 
the routine panel of prenatal tests, unless she declines 
(i.e., opt-out screening). For women who decline HIV 
testing, providers should address their objections, and 
when appropriate, continue to encourage testing strongly. 
Women who decline testing because they have had a 
previous negative HIV test should be informed of the 
importance of retesting during each pregnancy. Testing 

pregnant women and treating those who are infected are 
vital not only to maintain the health of the patient, but to 
reduce perinatal transmission of HIV through available 
antiretroviral and obstetrical interventions. Retesting in 
the third trimester (preferably before 36 weeks’ gestation) 
is recommended for women at high risk for acquiring 
HIV infection (e.g., women who use illicit drugs, have 
STDs during pregnancy, have multiple sex partners dur-
ing pregnancy, live in areas with high HIV prevalence, 
or have HIV-infected partners). Rapid HIV screening 
should be performed on any woman in labor who has an 
undocumented HIV status unless she declines. If a rapid 
HIV test result is positive in these women, antiretroviral 
prophylaxis should be administered without waiting for 
the results of the confirmatory test (78).

•	 A	 serologic	 test	 for	 syphilis	 should	 be	 performed	 on	
all pregnant women at the first prenatal visit (79). In 
populations in which the amount of prenatal care deliv-
ered is not optimal, rapid plasma reagin (RPR) card test 
screening (and treatment, if that test is reactive) should 
be performed at the time that a pregnancy is confirmed. 
Women who are at high risk for syphilis, live in areas 
of high syphilis morbidity, or are previously untested 
should be screened again early in the third trimester 
(at approximately 28 weeks’ gestation) and at delivery. 
Some states require all women to be screened at deliv-
ery. Infants should not be discharged from the hospital 
unless the syphilis serologic status of the mother has 
been determined at least one time during pregnancy and 
preferably again at delivery. Any woman who delivers a 
stillborn infant should be tested for syphilis.

•	 All	pregnant	women	should	be	routinely	tested	for	hepa-
titis B surface antigen (HBsAg) during an early prenatal 
visit (i.e., a visit during the first trimester), even if they 
have been previously vaccinated or tested (80). Women 
who were not screened prenatally, those who engage in 
behaviors that put them at high risk for infection (e.g., 
having had more than one sex partner in the previous 
6 months, evaluation or treatment for an STD, recent 
or current injection-drug use, and an HBsAg-positive 
sex partner) and those with clinical hepatitis should 
be retested at the time of admission to the hospital for 
delivery. Pregnant women at risk for HBV infection 
also should be vaccinated. To avoid misinterpreting a 
transient positive HBsAg result during the 21 days after 
vaccination, HBsAg testing should be performed before 
vaccine administration. All laboratories that conduct 
HBsAg tests should use an FDA-cleared HBsAg test and 
perform testing according to the manufacturer’s labeling, 
including testing of initially reactive specimens with a 
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licensed neutralizing confirmatory test. When pregnant 
women are tested for HBsAg at the time of admission 
for delivery, shortened testing protocols can be used, 
and initially reactive results should prompt expedited 
administration of immunoprophylaxis to infants (80).

•	 All	 pregnant	 women	 should	 be	 routinely	 screened	
for Chlamydia trachomatis (see Chlamydia Infections, 
Diagnostic Considerations) during the first prenatal visit 
(81). Women aged ≤25 years and those at increased risk 
for chlamydia (e.g., women who have a new or more than 
one sex partner) also should be retested during the third 
trimester to prevent maternal postnatal complications 
and chlamydial infection in the infant. Women found 
to have chlamydial infection during the first trimester 
should be retested within approximately 3–6 months, 
preferably in the third trimester. Screening during the 
first trimester might prevent the adverse effects of chla-
mydia during pregnancy, but supportive evidence for 
such screening is lacking.

•	 All	pregnant	women	at	risk	for	gonorrhea	or	living	in	
an area in which the prevalence of Neisseria gonorrhoeae 
is high should be screened at the first prenatal visit for 
N. gonorrhoeae (82). Women aged <25 years are at high-
est risk for gonorrhea infection. Other risk factors for 
gonorrhea include a previous gonorrhea infection, other 
STDs, new or multiple sex partners, inconsistent con-
dom use, commercial sex work, and drug use. Pregnant 
women found to have gonococcal infection during the 
first trimester should be retested within approximately 
3–6 months, preferably in the third trimester. Uninfected 
pregnant women who remain at high risk for gonococ-
cal infection also should be retested during the third 
trimester.

•	 All	pregnant	women	at	high	risk	for	hepatitis	C	infec-
tion should be screened for hepatitis C antibodies (see 
Hepatitis C, Diagnostic Considerations) at the first 
prenatal visit. Women at high risk include those with a 
history of injection-drug use and those with a history of 
blood transfusion or organ transplantion before 1992.

•	 Pregnant	women	should	undergo	a	Papanicolau	(Pap)	test	
at the same frequency as nonpregnant women, although 
recommendations for their management differ (83,84).

other Tests
•	 Evidence	does	not	support	routine	testing	for	bacterial	

vaginosis (BV) in pregnancy. For asymptomatic pregnant 
women at high risk for preterm delivery, evidence is 
insufficient to assess the balance of benefits and harms 
of screening for BV (85). Symptomatic women should 
be evaluated and treated (see Bacterial Vaginosis).

•	 Evidence	 does	 not	 support	 routine	 screening	 for	
Trichomonas vaginalis in asymptomatic pregnant women. 
Women who report symptoms should be evaluated and 
treated appropriately (see Trichomonas).

•	 Evidence	 does	 not	 support	 routine	HSV-2	 serologic	
screening among previously undiagnosed women during 
pregnancy.

other Concerns
•	 Pregnant	women	who	 are	HBsAg	 positive	 should	 be	

reported to the local or state health department to ensure 
that they are entered into a case-management system 
and that timely and appropriate prophylaxis is provided 
for their infants. Information concerning the pregnant 
woman’s HBsAg status should be provided to the hos-
pital in which delivery is planned and to the health-care 
provider who will care for the newborn. In addition, 
household and sex contacts of women who are HBsAg 
positive should be vaccinated.

•	 Women	who	 are	HBsAg	positive	 should	 be	 provided	
with, or referred for, appropriate counseling and medical 
management. Pregnant women who are HBsAg positive 
should receive information regarding hepatitis B that 
addresses:
– modes of transmission;
– perinatal concerns (e.g., breastfeeding is not 

contraindicated);
– prevention of HBV transmission, including the 

importance of postexposure prophylaxis for the new-
born infant and hepatitis B vaccination for household 
contacts and sex partners; and

– evaluation for and treatment of chronic HBV 
infection.

•	 No	treatment	is	available	for	pregnant	women	infected	
with hepatitis C virus (HCV). However, all women with 
HCV infection should receive appropriate counseling and 
supportive care as needed (see Hepatitis C, Prevention). 
No vaccine is available to prevent HCV transmission.

•	 In	 the	 absence	 of	 lesions	 during	 the	 third	 trimester,	
routine serial cultures for herpes simplex virus (HSV) 
are not indicated for women who have a history of 
recurrent genital herpes. Prophylactic cesarean delivery is 
not indicated for women who do not have active genital 
lesions at the time of delivery.

•	 The	presence	of	 genital	warts	 is	not	 an	 indication	 for	
cesarean delivery.

For a more detailed discussion of STD testing and 
treatment among pregnant women, refer to the following 
references: Prenatal screening for HIV: A Review of the evidence 
for the U.S. Preventive Services Task Force (86); Revised 
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Recommendations for HIV Testing of Adults, Adolescents, and 
Pregnant Women in Health-Care Setting (77); Guidelines for 
Perinatal Care (87); Rapid HIV Antibody Testing During Labor 
and Delivery for Women of Unknown HIV Status: A Practical 
Guide and Model Protocol (88); Viral Hepatitis in Pregnancy 
(89); Hepatitis B Virus: A Comprehensive Strategy for Eliminating 
Transmission in the United States — Recommendations of 
the Immunization Practices Advisory Committee (ACIP) (4); 
Screening for Chlamydial Infection: U.S. Preventive Services Task 
Force Recommendation Statement (81); Canadian guidelines on 
sexually transmitted infections (90); USPSTF recommendations 
for STI screening (91); and Screening for Bacterial Vaginosis in 
Pregnancy to Prevent Preterm Delivery: U.S. Preventive Services 
Task Force Recommendation Statement (85).

Recommendations to screen pregnant women for STDs 
are based on disease severity and sequelae, prevalence in the 
population, costs, medicolegal considerations (e.g., state laws), 
and other factors. The screening recommendations in this 
report are generally broader (i.e., if followed, more women 
will be screened for more STDs than would by following other 
screening recommendations) and are also consistent with other 
CDC guidelines.

Adolescents
In the United States, prevalence rates of many sexually 

acquired infections are highest among adolescents (92,93). For 
example, the reported rates of chlamydia and gonorrhea are 
highest among females aged 15–19 years, and many persons 
acquire HPV infection during their adolescent years.

Persons who initiate sex early in adolescence are at higher 
risk for STDs, along with persons residing in detention 
facilities, attending STD clinics, young men having sex with 
men	(YMSM),	and	youth	who	use	 injection	drugs.	Factors	
contributing to this increased risk during adolescence include 
having multiple sexual partners concurrently, having sequential 
sexual partnerships of limited duration, failing to use barrier 
protection consistently and correctly, having increased biologic 
susceptibility to infection, and experiencing multiple obstacles 
to accessing health care (92). 

All 50 states and the District of Columbia explicitly allow 
minors to consent for their own health services for STDs. No 
state requires parental consent for STD care or requires that 
providers notify parents that an adolescent minor has received 
STD services, except in limited or unusual circumstances.

Protecting confidentiality for such care, particularly for 
adolescents enrolled in private health insurance plans, presents 
multiple problems. After a claim has been reported, many states 
mandate that health plans provide a written statement to a 
beneficiary indicating the benefits and charges covered or not 

covered by the health plan (i.e., explanation of benefit [EOB]). 
In addition, federal laws obligate notices to beneficiaries when 
claims are denied, including alerting consumers who need to 
pay for care until the allowable deductable is reached. For STD 
detection- and treatment-related care, an EOB or medical bill 
that is received by a parent might disclose services provided 
and list any laboratory tests performed. This type of mandated 
notification breeches confidentiality, and at a minimum, could 
prompt parents and guardians to question the costs and reasons 
for service provision.

Despite the high rates of infections documented in the 
adolescent population, providers frequently fail to inquire 
about sexual behaviors, assess STD risks, provide risk reduc-
tion counseling, and ultimately, fail to screen for asymptomatic 
infections during clinical encounters. Sexual health discussions 
should be appropriate for the patient’s developmental level and 
should be aimed at identifying risk behaviors (e.g., unprotected 
oral, anal, or vaginal sex and drug-use behaviors). Careful, 
nonjudgmental, and thorough counseling is particularly vital 
for adolescents who might not feel comfortable acknowledg-
ing their engagement in behaviors that place them at high 
risk for STDs. 

Screening Recommendations
Routine laboratory screening for common STDs is indi-

cated for sexually active adolescents. The following screening 
recommendations summarize published federal agency and 
medical professional organizations’ clinical guidelines for sexu-
ally active adolescents: 

•	 Routine	screening	for	C. trachomatis of all sexually active 
females aged ≤25 years is recommended annually (81).
Evidence is insufficient to recommend routine screening 
for C. trachomatis in sexually active young men based 
on feasibility, efficacy, and cost-effectiveness. However, 
screening of sexually active young men should be consid-
ered in clinical settings associated with high prevalence of 
chlamydia (e.g., adolescent clinics, correctional facilities, 
and STD clinics) (81,94). 

•	 Routine	 screening	 for	N. gonorrhoeae in all sexually 
active women at risk for infection is recommended 
annually (82). Women aged <25 years are at highest risk 
for gonorrhea infection. Other risk factors that place 
women at increased risk include a previous gonorrhea 
infection, the presence of other STDs, new or multiple 
sex partners, inconsistent condom use, commercial sex 
work, and drug use.

•	 HIV	screening	should	be	discussed	with	all	adolescents	
and encouraged for those who are sexually active and 
those who use injection drugs (77,95).
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•	 The	 routine	 screening	 of	 adolescents	who	 are	 asymp-
tomatic for certain STDs (e.g., syphilis, trichomoniasis, 
BV, HSV, HPV, HAV, and HBV) is not recommended. 
However,	YMSM	and	pregnant	adolescent	females	might	
require more thorough evaluation.

•	 Guidelines	from	USPSTF	and	ACOG	recommend	that	
cervical cancer screening begin at age 21 years (96,97), a 
recommendation based on the low incidence of cervical 
cancer and limited utility of screening for younger 
adolescents (98). However, the American Cancer Society 
(ACS) recommends that women start cervical screening 
with Pap tests 3 years after initiating sexual activity, but 
by no later than age 21 years (99). 

Primary Prevention Recommendations
Primary prevention and anticipatory guidance to recognize 

symptoms and behaviors associated with STDs are strategies 
that can be incorporated into any or all types of health-care 
visits. The following recommendations for primary prevention 
of STDs (i.e., vaccination and counseling) are based on pub-
lished federal agency and medical professional organizations’ 
clinical guidelines for sexually active adolescents: 

•	 The	HPV	vaccine,	either	Cervarix	or	Gardasil,	is	recom-
mended for 11 and 12 year-old females. The vaccine series 
can be started at 9 years of age. Catch-up vaccination is 
recommended for females aged 13–26 years who have 
not yet received or completed the vaccine series (16). The 
quadrivalent (Gardasil) HPV vaccine can also be used 
in males and females aged 9–26 years to prevent genital 
warts (17).

•	 The	HBV	vaccination	series	is	recommended	for	all	ado-
lescents. Adolescents who have not previously received 
hepatitis B vaccine should be vaccinated routinely at any 
age with an appropriate dose and schedule (3,4).

•	 The	HAV	vaccination	series	for	children	and	adolescents	
aged 2–18 years should be offered in areas with existing 
hepatitis A vaccination programs. In areas without exist-
ing hepatitis A vaccination programs, catch-up vaccina-
tion of unvaccinated children aged 2–18 years can be 
considered (2).

•	 Information	regarding	HIV	infection,	testing,	transmis-
sion, and implications of infection should be regarded 
as an essential component of the anticipatory guidance 
provided to all adolescents as part of health care (77).

•	 Health-care	providers	who	care	for	children	and	adoles-
cents should integrate sexuality education into clinical 
practice. Providers should counsel adolescents about the 
sexual behaviors that are associated with risk for acquiring 
STDs and should educate patients using evidence-based 
prevention strategies, all of which include a discussion 

about abstinence and other risk-reduction behaviors (e.g., 
consistent and correct condom use). USPSTF recom-
mends high-intensity behavioral counseling to prevent 
STIs* for all sexually active adolescents (6). 

Children
Management of children who have STDs requires close 

cooperation between clinicians, laboratorians, and child-
protection authorities. Official investigations, when indicated, 
should be initiated promptly. Certain diseases (e.g., gonorrhea, 
syphilis, and chlamydia), if acquired after the neonatal period, 
are virtually 100% indicative of sexual contact. For other dis-
eases (e.g., HPV infections and vaginitis), the association with 
sexual contact is not as clear (see Sexual Assault and STDs).

Persons in Correctional Facilities
Multiple studies have demonstrated that persons enter-

ing correctional facilities have high rates of STDs (including 
HIV) and viral hepatitis, especially those aged ≤35 years (93). 
Incarcerated persons are more likely to have low socioeconomic 
status, live in urban areas, and be ethnic and racial minorities. 
Risk behaviors for contracting STDs (e.g., having unprotected 
sex; having multiple sexual partners; using drugs and alcohol; 
and engaging in commercial, survival [prostitution to earn 
money for food, shelter, or drugs], or coerced sex) are com-
mon among incarcerated populations. Before incarceration, 
many have had limited access to medical care, especially to 
community-based clinical prevention services. 

Although no comprehensive national guidelines regarding 
STD care and management have been developed for cor-
rectional populations, the utility of expanded STD services 
in correctional settings has been reported (100). Capacity to 
provide STD care also varies by type of correctional facility. For 
example, local juvenile detention facilities and jails are short-
term facilities (often housing entrants for ≤1 year) where up to 
half of all entrants are released back to the community within 
48 hours of arrest, thereby complicating efforts to provide 
comprehensive STD services. These services are likely more 
conducive to prisons and state juvenile confinement facilities, 
which are long-term, secure facilities where entrants are held 
for a longer period of time.

Most institutions, especially those for adults, do not rou-
tinely screen for STDs. Diagnostic testing of inmates with 
symptoms indicative of an STD is the more common practice 
in juvenile detention and jail facilities. However, screening 
for asymptomatic infections facilitates the identification and 

* STI is the term used by USPSTF to describe the syndromes caused by various 
pathogens that can be acquired and transmitted through sexual activity.
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treatment of persons with otherwise undetected infections, 
which not only eliminates complications for the individual, 
but reduces the prevalence of infection among detainees who 
are released back into the local community. 

Females in juvenile detention facilities and young women 
≤35 years of age have been reported to have high rates of chla-
mydia (101) and gonorrhea (93). Syphilis seroprevalence rates, 
which can indicate previous infection, are considerably higher 
among adult men and women than in adolescents, consistent 
with the overall national syphilis trends (102).

Chlamydia and Gonorrhea Screening
Universal screening of adolescent females for chlamydia and 

gonorrhea should be conducted at intake in juvenile detention 
or jail facilities. Universal screening of adult females should be 
conducted at intake among adult females up to 35 years of age 
(or on the basis of local institutional prevalence data).

Syphilis Screening
Universal screening should be conducted on the basis of 

the local area and institutional prevalence of early (primary, 
secondary, and early latent) infectious syphilis.

MSM
Subgroups of MSM are at high risk for HIV infection 

and other viral and bacterial STDs. The frequency of unsafe 
sexual practices and the reported rates of bacterial STDs and 
incident HIV infection declined substantially in MSM from 
the 1980s through the mid-1990s. However, since that time, 
increased rates of early syphilis (primary, secondary, or early 
latent), gonorrhea, and chlamydial infection and higher rates of 
unsafe sexual behaviors have been documented among MSM 
in the United States and virtually all industrialized countries 
(103,104). The effect of these behavioral changes on HIV trans-
mission has not been ascertained, but preliminary data suggest 
that the incidence of HIV infection is increasing among MSM 
in some urban centers, particularly among MSM from racial 
and ethnic minority groups (105) and among those who use 
nonprescription drugs during sex, particularly methamphet-
amine and volatile nitrites (also known as “poppers”). These 
adverse trends likely reflect the 1) changing attitudes concern-
ing HIV infection that have accompanied advances in HIV 
therapy, resulting in improved quality of life and survival for 
HIV-infected persons; 2) changing patterns of substance abuse; 
3) demographic shifts in MSM populations; and 4) changes 
in sex partner networks resulting from new venues for partner 
acquisition (e.g., the internet). Increases in bacterial STDs are 
not necessarily accompanied by increases in HIV incidence; 
for example, oral sex may permit efficient spread of bacterial 
STDs but not HIV, as does serosorting (preferential selection 

of sex partners of the same serostatus) among HIV-infected 
MSM (106,107).

Clinicians should assess the STD-related risks for all male 
patients, including a routine inquiry about the sex of sex part-
ners. MSM, including those with HIV infection, should rou-
tinely undergo nonjudgmental STD/HIV risk assessment and 
client-centered prevention counseling to reduce the likelihood 
of acquiring or transmitting HIV or other STDs. Clinicians 
should be familiar with the local community resources available 
to assist MSM at high risk in facilitating behavioral change 
and to enable the conduct of partner notification activities. 
Clinicians also should routinely ask sexually active MSM about 
symptoms consistent with common STDs, including urethral 
discharge, dysuria, genital and perianal ulcers, regional lymph-
adenopathy, skin rash, and anorectal symptoms consistent 
with proctitis, including discharge and pain on defecation or 
during anal intercourse. Clinicians should perform appropriate 
diagnostic testing on all symptomatic patients.

Routine laboratory screening for common STDs is indicated 
for all sexually active MSM. The following screening tests should 
be performed at least annually for sexually active MSM:

•	 HIV	serology,	if	HIV	negative	or	not	tested	within	the	
previous year;

•	 syphilis	serology,	with	a	confirmatory	testing	to	establish	
whether persons with reactive serologies have incident 
untreated syphilis, have partially treated syphilis, or are 
manifesting a slow serologic response to appropriate prior 
therapy;

•	 a	test	for	urethral	infection	with	N. gonorrhoeae and C. 
trachomatis in men who have had insertive intercourse† 
during the preceding year; testing of the urine using 
nucleic acid amplification testing (NAAT) is the preferred 
approach;

•	 a	 test	 for	 rectal	 infection§ with N. gonorrhoeae and 
C. trachomatis in men who have had receptive anal 
intercourse† during the preceding year (NAAT of a rectal 
swab is the preferred approach); and

•	 a	test	for	pharyngeal	infection§ with N. gonorrhoeae in 
men who have had receptive oral intercourse† during 
the preceding year (NAAT is the preferred approach). 
Testing for C. trachomatis pharyngeal infection is not 
recommended. 

Evaluation for HSV-2 infection with type-specific serologic 
tests also can be considered if infection status is unknown; 
knowledge of HSV-2 serostatus might be helpful in identifying 
persons with previously undiagnosed genital tract infection. 

† Regardless of history of condom use during exposure.
§ Commercially available NAATS are not FDA cleared for these indications, but 

they can be used by laboratories that have met all regulatory requirements for 
an off-label procedure.
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Because of the increased incidence of anal cancer in HIV-
infected MSM, screening for anal cytologic abnormalities can 
be considered; however, evidence is limited concerning the 
natural history of anal intraepithelial neoplasias, the reliability 
of screening methods, the safety and response to treatments, 
and the programmatic support needed for such a screening 
activity.

More frequent STD screening (i.e., at 3–6-month inter-
vals) is indicated for MSM who have multiple or anonymous 
partners. In addition, MSM who have sex in conjunction with 
illicit drug use (particularly methamphetamine use) or whose 
sex partners participate in these activities should be screened 
more frequently.

All MSM should be tested for HBsAg to detect HBV infec-
tion. Prompt identification of chronic infection with HBV 
is essential to ensure necessary care and services to prevent 
transmission to others (108). HBsAg testing should be made 
available in STD treatment settings. In addition, screening 
among past or current drug users should include HCV and 
HBV testing.

Vaccination against hepatitis A and B is recommended for 
all MSM in whom previous infection or vaccination cannot be 
documented (2,3). Preimmunization serologic testing might 
be considered to reduce the cost of vaccinating MSM who are 
already immune to these infections, but this testing should not 
delay vaccination. Vaccinating persons who are immune to 
HAV or HBV infection because of previous infection or vac-
cination does not increase the risk for vaccine-related adverse 
events (see Hepatitis B, Prevaccination Antibody Screening). 
Sexual transmission of hepatitis C virus infection can occur, 
especially among HIV-infected MSM. Serologic screening for 
hepatitis C infection is recommended at initial evaluation of 
newly diagnosed HIV-infected persons. HIV-infected MSM 
can also acquire HCV after initial screening; therefore, men 
with new and unexplained increases in alanine aminotrans-
ferase (ALT) should be tested for acute HCV infection. To 
detect acute HCV infection among HIV-infected MSM 
with high-risk sexual behaviors or concomitant ulcerative 
STDs, routine HCV testing of HIV-infected MSM should 
be considered.

Women Who Have Sex with Women 
Women who have sex with women (WSW) are a diverse 

group with variations in sexual identity, sexual behaviors, sexual 
practices, and risk behaviors. Recent studies indicate that some 
WSW, particularly adolescents, young women, and women 
with both male and female partners, might be at increased risk 
for STDs and HIV as a result of certain reported risk behaviors 
(109–112). WSW are at risk for acquiring bacterial, viral, and 

protozoal infections from current and prior partners, both male 
and female. WSW should not be presumed to be at low or no 
risk for STDs based on sexual orientation. Effective screen-
ing requires that providers and their female clients engage in 
a comprehensive and open discussion not only about sexual 
identify, but sexual and behavioral risks. 

Few data are available on the risk for STDs transmitted by 
sex between women, but risk probably varies by the specific 
STD and sexual practice (e.g., oral-genital sex; vaginal or anal 
sex using hands, fingers, or penetrative sex items; and oral-anal 
sex [113,114]). Practices involving digital-vaginal or digital-
anal contact, particularly with shared penetrative sex items, 
present a possible means for transmission of infected cervico-
vaginal secretions. This possibility is most directly supported 
by reports of metronidazole-resistant trichomoniasis (115) 
and genotype-concordant HIV transmitted sexually between 
women who reported these behaviors (116) and by the high 
prevalence of BV among monogamous WSW (117).

Transmission of HPV can occur with skin-to-skin or 
skin-to-mucosa contact, which can occur during sex between 
women. HPV DNA has been detected through polymerase 
chain reaction (PCR)-based methods from the cervix, vagina, 
and vulva in 13%–30% of WSW, and high- and low-grade 
squamous intraepithelial lesions (SIL) have been detected on 
Pap tests in WSW who reported no previous sex with men 
(118). However, most self-identified WSW (53%–99%) report 
having had sex with men and indicate that they might continue 
this practice in the future (119). Therefore, routine cervical 
cancer screening should be offered to all women, regardless of 
sexual preference or sexual practices, and women should be 
offered HPV vaccine in accordance with current guidelines.

Limited data demonstrate that HSV-2 genital transmission 
between female sex partners is probably inefficient but can 
occur. The relatively frequent practice of orogenital sex among 
WSW might place them at higher risk for genital infection with 
herpes simplex virus type 1 (HSV-1), a hypothesis supported 
by the recognized association between HSV-1 seropositivity 
and number of female partners among WSW (120).

Although the rate of transmission of C. trachomatis 
between women remains largely unknown, infection also can 
be acquired from past or current male partners. Recent data 
suggest that C. trachomatis infection among WSW might be 
more common than previously thought (121); transmission 
of syphilis between female sex partners (likely through oral 
sex) also has been reported. Therefore, report of same-sex 
behavior in women should not deter providers from screening 
these women for STDs, including chlamydia and syphilis, as 
recommended.

BV is common among women in general and even more 
so among women with female partners. Sexual behaviors that 
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facilitate the transfer of vaginal fluid and/or bacteria between 
partners might be involved in the pathogenesis of BV. A recent 
study demonstrated that female sex partners frequently share 
identical genital Lactobacillus strains (122). Although BV is 
common in WSW, routine screening for BV is not recom-
mended, nor is the treatment of partners of women with BV. 
Encouraging awareness of signs and symptoms of BV in women 
and encouraging healthy sexual practices (e.g., cleaning shared 
sex toys between uses) might be helpful.

HIV Infection: Detection, 
Counseling, and Referral

HIV infection represents a spectrum of disease that can 
begin with a brief acute retroviral syndrome that typically 
transitions to a multiyear chronic and clinically latent ill-
ness. Without treatment, this illness eventually progresses to 
a symptomatic, life-threatening immunodeficiency disease 
known as AIDS. In untreated patients, the time between HIV 
infection and the development of AIDS varies, ranging from 
a few months to many years with an estimated median time 
of approximately 11 years (123). HIV replication is present 
during all stages of the infection and progressively depletes 
CD4 lymphocytes, which are critical for maintenance of 
effective immune function. When the CD4 cell count falls 
below 200 cells/µL, patients are at high risk for life-threatening 
AIDS-defining opportunistic infections (e.g., Pneumocystis 
pneumonia, Toxoplasma gondii encephalitis, disseminated 
Mycobacterium avium complex disease, tuberculosis, and bac-
terial pneumonia). In the absence of treatment, virtually all 
HIV-infected persons will die of AIDS.

Early diagnosis of HIV infection is essential to ensuring 
that patients are referred promptly for evaluation, provided 
treatment (if indicated), and linked into counseling and 
related support services to help them reduce their risk for 
transmitting HIV to others. Diagnosing persons during acute 
infection is particularly important. It is during this phase that 
HIV-infected persons are most infectious (124–126), but test 
negative for HIV antibodies and therefore unknowingly con-
tinue to engage in those high-risk behaviors associated with 
HIV transmission. Providers are in a particularly good posi-
tion to diagnose persons during acute HIV infection because 
such persons might present for assessment and treatment of a 
concomitantly acquired STD during this phase of the disease. 
Knowing that a patient is infected with HIV has important 
clinical implications because HIV infection alters the immune 
system and thereby affects the diagnosis, evaluation, treatment, 
and follow-up of other STDs.

Even in the era of highly effective antiretroviral therapy 
(HAART), HIV infection is often diagnosed in persons with 
advanced infection (i.e., persons with low CD4 cell counts). 
Nationally, the proportion of patients diagnosed with AIDS 
at or within 12 months of their HIV diagnosis in 2007 was 
32% (127). Since 2006, CDC has endorsed efforts to increase 
HIV testing by streamlining the consent process and expanding 
opt-out testing to all health-care settings, especially STD clinics 
(77). However, rates of testing remain unacceptably low: in 
2006, only 40% of surveyed adults had ever been tested, and 
<25% of high-risk adults had been tested during the preceding 
12 months (128). 

Proper management of HIV infection requires medical 
therapy, which for many patients should be coupled with behav-
ioral and psychosocial services. Comprehensive HIV treatment 
services are usually not available in facilities focusing primarily 
on STD treatment (e.g., STD clinics); therefore, patients diag-
nosed in these settings ideally should be referred to a health-
care provider or facility experienced in caring for HIV-infected 
patients. Nonetheless, providers working in STD-treatment 
facilities should be knowledgeable about the treatment options 
available in their communities, educate persons who test positive 
for HIV about the illness, and know where to refer their patients 
for support services and HIV care.

A detailed discussion of the complex issues required for 
the management of HIV infection is beyond the scope of this 
report; however this information is available in other published 
resources (129–131). In subsequent sections of this report, 
additional types of HIV-related information about the diag-
nosis of HIV infection, counseling of HIV-infected patients, 
referral of patients for support services (including medical 
care), and management of sex and injection-drug partners in 
STD-treatment facilities is provided. In addition, this report 
discusses HIV infection during pregnancy and among infants 
and children.

Detection of HIV Infection: Screening 
and Establishing a Diagnosis

All persons who seek evaluation and treatment for STDs 
should be screened for HIV infection. Screening should be 
routine, regardless of whether the patient is known or suspected 
to have specific behavioral risks for HIV infection.

Consent and Pretest Information
CDC recommends HIV screening for patients aged 13–64 

years in all health-care settings (77). Patients should be noti-
fied that testing will be performed, but given the option to 
decline or defer testing (i.e., provided with opt-out testing) 
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(128). Assent is inferred unless the patient verbally declines 
testing. Separate written consent for HIV testing should not 
be required; in most facilities, general consent for medical care 
is considered sufficient to encompass consent for HIV testing. 
Providing prevention counseling along with HIV diagnostic 
testing or as part of HIV screening programs is not a require-
ment within health-care settings. In addition, routine opt-out 
testing (instead of traditional written informed consent with 
pre-and post-test counseling) might be precluded in some 
jurisdictions by local laws and regulations, although many 
state and local authorities have updated laws and regulations 
to facilitate adoption of routine opt-out testing. Information 
about regulations in specific jurisdictions is available through 
the National Clinicians Consultation Center at www.nccc.
ucsf.edu. 

Prevention Counseling
Prevention counseling should be offered and encouraged 

in all health-care facilities that serve patients at high risk (e.g., 
STD clinics), because these facilities routinely elicit informa-
tion about the behaviors that place persons at high risk for 
HIV. Prevention counseling need not be explicitly linked to 
HIV testing. However, some patients might be more likely to 
think about HIV and consider their risk-related behavior when 
undergoing an HIV test. HIV testing presents an excellent 
opportunity to provide or arrange for prevention counseling to 
assist with behavior changes that can reduce risk for acquiring 
HIV infection. 

Establishing the Diagnosis of HIV Infection
HIV infection can be diagnosed by serologic tests that 

detect antibodies against HIV-1 and HIV-2 and by virologic 
tests that can detect HIV antigens or ribonucleic acid (RNA). 
Antibody testing begins with a sensitive screening test (e.g., the 
conventional or rapid enzyme immunoassay [EIA]). Currently 
available serologic tests are both highly sensitive and specific 
and can detect all known subtypes of HIV-1. Most can also 
detect HIV-2 and uncommon variants of HIV-1 (e.g., Group 
O and Group N). The advent of HIV rapid serologic test-
ing has enabled clinicians to make an accurate presumptive 
diagnosis of HIV infection within half an hour, which could 
potentially facilitate the identification of the approximately 
250,000 persons estimated to be living with undiagnosed HIV 
in the United States (127).

Reactive screening tests must be confirmed by a supple-
mental antibody test (i.e., Western blot [WB] and indirect 
immunofluorescence assay [IFA]) or virologic test (i.e., the 
HIV-1 RNA assay) (132). A confirmed positive antibody test 
result indicates that a person is infected with HIV and capable 

of transmitting the virus to others. HIV antibody is detectable 
in at least 95% of patients within 3 months after infection. 
Although a negative antibody test result usually indicates that 
a person is not infected, antibody tests cannot exclude recent 
infection. Virologic tests for HIV-1 RNA can also be used to 
identify acute infection in persons who are negative for HIV 
antibodies. 

The majority of HIV infections in the United States are 
caused by HIV-1. However, HIV-2 infection should be sus-
pected in persons who have epidemiologic risk factors or an 
unusual clinical presentation. Epidemiologic factors associated 
with HIV-2 infection include having lived in or having a sex 
partner from an HIV-2 endemic area (e.g., West Africa and some 
European countries such as Portugal, where HIV-2 prevalence 
is increasing), having a sex partner known to be infected with 
HIV-2, or having received a blood transfusion or nonsterile 
injection in an HIV-2-endemic area. Specific testing for HIV-2 
is also indicated when clinical evidence of HIV infection exists 
but tests for HIV-1 antibodies or HIV-1 viral load are negative, 
or when HIV-1 WB results exhibit the unusual indeterminate 
pattern of gag (p55, p24, p17) plus pol (p66, p51, p31) bands 
in the absence of env (gp160, gp120, gp41) bands.

Health-care providers should be knowledgeable about acute 
HIV infection and the symptoms and signs of acute retroviral 
syndrome, which develops in 50%–80% of acutely infected 
patients. Acute retroviral syndrome is characterized by non-
specific symptoms, including fever, malaise, lymphadenopathy, 
and skin rash. It frequently occurs in the first few weeks after 
HIV infection, before antibody test results become positive. 
Suspicion of acute retroviral syndrome should result in prompt 
nucleic acid testing (HIV plasma RNA) in addition to an HIV 
antibody test to detect the presence of HIV. A positive HIV 
nucleic acid test should be confirmed by subsequent antibody 
testing to document seroconversion. Acutely infected patients 
are highly contagious during this stage of infection because 
the concentration of virus in plasma and genital secretions is 
extremely elevated (125,133). Antiretroviral therapy might 
benefit the health of persons with recently acquired HIV infec-
tion and reduce their infectiousness to others, but evidence to 
support this recommendation is still inconclusive and awaits 
the outcomes of several clinical trials currently underway (129). 
Notwithstanding, patients with acute HIV infection should 
be referred immediately to an HIV clinical-care provider. 
Diagnosis of HIV infection should prompt efforts to reduce 
behaviors that could transmit HIV to others (134). 

The following are specific recommendations that apply to 
testing for HIV infection:

•	 HIV	screening	is	recommended	for	all	persons	who	seek	
evaluation and treatment for STDs.
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•	 HIV	testing	must	be	voluntary	and	free	from	coercion.	
Patients must not be tested without their knowledge.

•	 HIV	screening	after	notifying	the	patient	that	an	HIV	
test will be performed (unless the patient declines) is 
recommended in all health-care settings.

•	 Specific	signed	consent	for	HIV	testing	should	not	be	
required. In most settings, general informed consent 
for medical care is considered sufficient to encompass 
informed consent for HIV testing.

•	 Use	of	rapid	HIV	tests	should	be	considered,	especially	in	
clinics where a high proportion of patients do not return 
for HIV test results.

•	 Positive	screening	tests	for	HIV	antibody	must	be	con-
firmed by a supplemental test before the diagnosis of 
HIV infection can be established.

•	 Providers	should	be	alert	to	the	possibility	of	acute	HIV	
infection and perform a nucleic acid test in addition to 
an antibody test for HIV, if indicated. Persons suspected 
of recently acquired HIV infection should be referred 
for immediate consultation with an infectious disease 
specialist.

Persons with newly diagnosed HIV infection who receive 
care in the STD treatment setting should be informed of the 
importance of promptly initiating medical care, the effective-
ness of HIV treatments, and about what to expect as they 
enter medical care for HIV infection (131). In nonemergent 
situations, the initial evaluation of HIV-positive patients usu-
ally includes the following:

•	 Detailed	medical	history,	including	sexual	and	substance	
abuse history; vaccination history; previous STDs; travel 
history; and assessment for specific HIV-related symp-
toms or diagnoses;

•	 physical	examination,	including	a	gynecologic	examina-
tion for women;

•	 testing	for	N. gonorrhoeae and C. trachomatis (in women 
perform Pap test and wet mount examination or culture 
of vaginal secretions for Trichomonas vaginalis);

•	 complete	 blood	 and	platelet	 counts,	 blood	 chemistry	
profile, and lipid profile;

•	 toxoplasma	antibody	test;
•	 testing	for	antibodies	to	hepatitis	C	virus;
•	 testing	for	previous	or	present	infections	with	HAV	or	

HBV infection (recommended if determined to be cost-
effective before considering vaccination) (see Hepatitis A 
and Hepatitis B);

•	 syphilis	serology;
•	 CD4	T-lymphocyte	analysis	and	determination	of	HIV	

plasma viral load;
•	 HIV	genotypic	resistance	testing;

•	 tuberculin	skin	test	(sometimes	referred	to	as	a	purified	
protein derivative);

•	 urinalysis;	and
•	 chest	radiograph.
Type-specific testing for HSV-2 infection can be considered 

if herpes infection status is unknown. A first dose of hepatitis 
A and hepatitis B vaccine should be administered at this first 
visit for previously unvaccinated persons for whom vaccine 
is recommended (see Hepatitis A and Hepatitis B). In subse-
quent visits, when the results of laboratory tests are available, 
antiretroviral therapy can be offered based on existing guidance 
(129). Recommendations for the prophylaxis of opportunistic 
infections and vaccinations in HIV-infected adults and ado-
lescents are available (130,131). 

Providers should be alert to the possibility of new or 
recurrent STDs and should treat such conditions aggressively. 
Diagnosis of an STD in an HIV-infected person indicates 
on-going or recurrent high-risk behavior and should prompt 
referral for counseling. Because many STDs are asymptomatic, 
routine screening for curable STDs (e.g., syphilis, gonor-
rhea, and chlamydia) should be performed at least annually 
for all sexually active, HIV-positive persons. Women should 
be screened annually for cervical cancer precursor lesions 
by cervical Pap tests. More frequent STD screening might 
be appropriate depending on individual risk behaviors, the 
local epidemiology of STDs, and whether incident STDs are 
detected by screening or by the presence of symptoms.

Recently identified HIV infection might not have been 
recently acquired; persons newly diagnosed with HIV might 
be at any stage of infection. Therefore, health-care providers 
should be alert for symptoms or signs that suggest advanced 
HIV infection (e.g., fever, weight loss, diarrhea, cough, short-
ness of breath, and oral candidiasis). The presence of any of 
these symptoms should prompt urgent referral to an infectious 
diseases provider. Similarly, providers should be alert for signs 
of psychological distress and be prepared to refer patients 
accordingly (see Counseling for Patients with HIV Infection 
and Referral to Support Services). 

Counseling for Patients with HIV 
Infection and Referral to Support 
Services

Those persons who test positive for HIV should receive 
prevention counseling before leaving the testing site. Such 
persons should receive or be referred for a medical evaluation 
and, if indicated, be provided with behavioral and psychologi-
cal services as determined by a thorough psychosocial evalu-
ation, which can also be used to identify high-risk behaviors. 
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Providers who refer their HIV-positive patients to other pro-
fessionals should establish means to ensure that these patients 
are linked successfully to such services, especially to on-going 
medical care.

Providers should expect persons to be distressed when 
first informed of a positive HIV test result. Such persons face 
multiple major adaptive challenges, including coping with 
the reactions of others to a stigmatizing illness, developing 
and adopting strategies for maintaining physical and emo-
tional health, initiating changes in behavior to prevent HIV 
transmission to others, and reducing the risk for acquiring 
additional STDs. Many persons will require assistance with 
making reproductive choices, gaining access to health services, 
and coping with changes in personal relationships. Therefore, 
behavioral and psychosocial services are an integral part of 
health care for HIV-infected persons. 

Patients testing positive for HIV have unique needs. Some 
patients require referral for specific behavioral interventions 
(e.g., a substance abuse program), mental health disorders 
(e.g., depression), or emotional distress. Others might require 
assistance with securing and maintaining employment and 
housing. Women should be counseled or appropriately referred 
regarding reproductive choices and contraceptive options, 
and patients with multiple psychosocial problems might be 
candidates for comprehensive risk-reduction counseling and 
services.

The following are specific recommendations for HIV 
counseling and referral:

•	 Persons	who	test	positive	for	HIV	antibody	should	be	
counseled, either on site or through referral, concerning 
the behavioral, psychosocial, and medical implications 
of HIV infection.

•	 Health-care	providers	should	be	alert	for	medical	or	psy-
chosocial conditions that require immediate attention.

•	 Providers	should	assess	the	needs	of	newly	diagnosed	per-
sons for immediate medical care or support and should 
link them to services provided by health-care personnel 
experienced in providing care for HIV-infected persons. 
Such persons might need medical care or services for sub-
stance abuse, mental health disorders, emotional distress, 
reproductive counseling, risk-reduction counseling, and 
case management. Providers should follow up to ensure 
that patients have received the needed services.

•	 Patients	 should	 be	 educated	 about	 the	 importance	 of	
follow-up medical care as well as what to expect.

Several successful, innovative interventions for HIV preven-
tion have been developed for diverse at-risk populations, and 
these can be locally replicated or adapted (11–14,135,136). 

Involvement of nongovernment organizations and community-
based organizations might complement such efforts in the 
clinical setting. 

Management of Sex Partners and Injection-
Drug Partners

Clinicians evaluating HIV-infected persons should deter-
mine whether any partners should be notified concerning 
possible exposure to HIV (77,137). In the context of HIV man-
agement, the term “partner” includes not only sex partners, but 
persons who share syringes or other injection equipment. Partner 
notification is an important component of disease management, 
because early diagnosis and treatment of HIV infection might 
reduce morbidity and provide the opportunity to encourage 
risk-reduction behaviors. Partner notification for HIV infec-
tion should be confidential. Specific guidance regarding spousal 
notification varies by jurisdiction. Detailed recommendations 
concerning identification, notification, diagnosis, and treatment 
of exposed partners are available in Recommendations for Partner 
Services Programs for HIV Infection, Syphilis, Gonorrhea, and 
Chlamydial Infections (137). 

Two complementary notification processes, patient refer-
ral and provider referral, can be used to identify partners. 
With patient referral, patients directly inform their partners 
of their exposure to HIV infection, whereas with provider 
referral, trained health department personnel locate partners 
on the basis of information provided by the patient. During 
the provider referral notification process, the confidentiality of 
patients is protected; their names are not revealed to partners 
who are notified. Many state and local health departments 
provide these services.

The following are specific recommendations for implement-
ing partner-notification procedures:

•	 HIV-infected	patients	 should	be	encouraged	to	notify	
their partners and to refer them for counseling and test-
ing. If requested by the patient, health-care providers 
should assist in this process, either directly or by referral 
to health department partner-notification programs.

•	 If	patients	are	unwilling	to	notify	their	partners	or	if	they	
cannot ensure that their partners will seek counseling, 
physicians or health department personnel should use 
confidential partner notification procedures.

•	 Partners	who	have	been	 reached	 and	were	 exposed	 to	
genital secretions and/or blood of an HIV-infected part-
ner though sex or injection-drug use within the preceding 
72 hours should be offered postexposure prophylaxis with 
combination antiretrovirals (78).
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Special Considerations
Pregnancy

All pregnant women in the United States should be tested 
for HIV infection as early during pregnancy as possible. A 
second test during the third trimester, preferably at <36 weeks’ 
gestation, should be considered for all pregnant women and 
is recommended for women known to be at high risk for 
acquiring HIV, those who receive health care in jurisdictions 
with elevated incidence of HIV or AIDS among women, and 
women living in facilities in which prenatal screening identifies 
at least one HIV-infected pregnant women per 1,000 women 
screened (77). An RNA test should be used in conjunction with 
an HIV antibody test for women who have signs or symptoms 
consistent with acute HIV infection. The patient should first 
be informed that she will be tested for HIV as part of the panel 
of prenatal tests, unless she declines, or opts-out, of screening 
(77,86). For women who decline, providers should continue 
to strongly encourage testing and address concerns that pose 
obstacles to testing. Women who decline testing because they 
have had a previous negative HIV test should be informed 
about the importance of retesting during each pregnancy. 
Testing pregnant women is particularly important not only 
to maintain the health of the patient, but because interven-
tions (i.e., antiretroviral and obstetrical) can reduce the risk 
for perinatal transmission of HIV.

After a pregnant woman has been identified as being HIV-
infected, she should be educated about the risk for perinatal 
infection. Evidence indicates that, in the absence of antiret-
roviral and other interventions, 15%–25% of infants born to 
HIV-infected mothers will become infected with HIV; such 
evidence also indicates that an additional 12%–14% of infants 
born to infected mothers who breastfeed into the second year 
of life will become infected (138,139).

The risk for perinatal HIV transmission can be reduced to 
<2% through the use of antiretroviral regimens and obstetri-
cal interventions (i.e., zidovudine or nevirapine and elective 
cesarean section at 38 weeks of pregnancy) and by avoiding 
breastfeeding (138,140). Pregnant women who are HIV-
infected should be counseled concerning their options (either 
on-site or by referral), given appropriate antenatal treatment, 
and advised not to breastfeed their infants.

HIV Infection Among Infants and Children
Diagnosis of HIV infection in a pregnant woman indicates 

the need to consider whether the woman’s other children 
might be infected. Infants and young children with HIV 
infection differ from adults and adolescents with respect to 
the diagnosis, clinical presentation, and management of HIV 

disease. For example, because maternal HIV antibody passes 
through the placenta, antibody tests for HIV are expected to 
be positive in the sera of both infected and uninfected infants 
born to seropositive mothers. A definitive determination of 
HIV infection for an infant aged <18 months is usually based 
on HIV nucleic acid testing (141). Management of infants, 
children, and adolescents who are known or suspected to be 
infected with HIV requires referral to physicians familiar with 
the manifestations and treatment of pediatric HIV infection 
(142,143).

Diseases Characterized by Genital, 
Anal, or Perianal Ulcers

In the United States, most young, sexually active patients 
who have genital, anal, or perianal ulcers have either genital 
herpes or syphilis. The frequency of each condition differs by 
geographic area and population; however, genital herpes is the 
most prevalent of these diseases. More than one etiologic agent 
(e.g., herpes and syphilis) can be present in a genital, anal, or 
perianal ulcer. Less common infectious causes of genital, anal, 
or perianal ulcers include chancroid and donovanosis. HSV, 
syphilis, and chancroid have been associated with an increased 
risk for HIV transmission, and genital, anal, or perianal lesions 
might be associated with conditions that are not sexually 
transmitted (e.g., yeast, trauma, carcinoma, aphthae, fixed 
drug eruption, and psoriasis). 

A diagnosis based only on the patient’s medical history 
and physical examination frequently is inaccurate. Therefore, 
all patients who have genital, anal, or perianal ulcers should 
be evaluated with a serologic test for syphilis and a diagnostic 
evaluation for genital herpes; in settings where chancroid is 
prevalent, a test for Haemophilus ducreyi should also be per-
formed. Specific tests for evaluation of genital, anal, or perianal 
ulcers include 1) syphilis serology and darkfield examination; 
2) culture for HSV or PCR testing for HSV; and 3) serologic 
testing for type-specific HSV antibody.

No FDA-cleared PCR test to diagnose either herpes or 
syphilis is available in the United States; however, such testing 
can be performed by clinical laboratories that have developed 
their own tests and have conducted a Clinical Laboratory 
Improvement Amendment (CLIA) verification study. Type-
specific serology for HSV-2 might be helpful in identifying 
persons with genital herpes (see Genital Herpes, Type-Specific 
Serologic Tests). In addition, biopsy of genital, anal, or perianal 
ulcers can help identify the cause of ulcers that are unusual or 
that do not respond to initial therapy. HIV testing should be 
performed on all persons with genital, anal, or perianal ulcers 
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who are not known to have HIV infection (see Diagnostic 
Considerations, sections on Syphilis, Chancroid, and Genital 
Herpes Simplex Virus). 

Health-care providers frequently must treat patients before 
test results are available, because early treatment decreases the 
possibility of ongoing transmission and because successful 
treatment of genital herpes depends on prompt initiation of 
therapy. The clinician should empirically treat for the diagnosis 
considered most likely on the basis of clinical presentation 
and epidemiologic circumstances (including travel history); 
even after complete diagnostic evaluation, at least 25% of 
patients who have genital ulcers have no laboratory-confirmed 
diagnosis.

Chancroid
The prevalence of chancroid has declined in the United 

States (93). When infection does occur, it is usually associated 
with sporadic outbreaks. Worldwide, chancroid appears to have 
declined as well, although infection might still occur in some 
regions of Africa and the Caribbean. Chancroid, as well as 
genital herpes and syphilis, is a risk factor in the transmission 
of HIV infection (144). 

A definitive diagnosis of chancroid requires the identifica-
tion of H. ducreyi on special culture media that is not widely 
available from commercial sources; even when these media 
are used, sensitivity is <80% (145). No FDA-cleared PCR 
test for H. ducreyi is available in the United States, but such 
testing can be performed by clinical laboratories that have 
developed their own PCR test and have conducted a CLIA 
verification study.

The combination of a painful genital ulcer and tender 
suppurative inguinal adenopathy suggests the diagnosis of 
chancroid (146). A probable diagnosis of chancroid, for both 
clinical and surveillance purposes, can be made if all of the fol-
lowing criteria are met: 1) the patient has one or more painful 
genital ulcers; 2) the patient has no evidence of T. pallidum 
infection by darkfield examination of ulcer exudate or by a 
serologic test for syphilis performed at least 7 days after onset 
of ulcers; 3) the clinical presentation, appearance of genital 
ulcers and, if present, regional lymphadenopathy are typical 
for chancroid; and 4) a test for HSV performed on the ulcer 
exudate is negative.

Treatment
Successful treatment for chancroid cures the infection, 

resolves the clinical symptoms, and prevents transmission to 
others. In advanced cases, scarring can result, despite success-
ful therapy.

Recommended Regimens

Azithromycin 1 g orally in a single dose

OR

Ceftriaxone 250 mg intramuscularly (IM) in a single dose

OR

Ciprofloxacin* 500 mg orally twice a day for 3 days*

OR

Erythromycin base 500 mg orally three times a day for 7 days

* Ciprofloxacin is contraindicated for pregnant and lactating women. 

Azithromycin and ceftriaxone offer the advantage of single-
dose therapy. Worldwide, several isolates with intermediate 
resistance to either ciprofloxacin or erythromycin have been 
reported. However, because cultures are not routinely per-
formed, data are limited regarding the current prevalence of 
antimicrobial resistance.

other Management Considerations
Men who are uncircumcised and patients with HIV infec-

tion do not respond as well to treatment as persons who are 
circumcised or HIV-negative. Patients should be tested for 
HIV infection at the time chancroid is diagnosed. If the initial 
test results were negative, a serologic test for syphilis and HIV 
infection should be performed 3 months after the diagnosis 
of chancroid. 

Follow-Up
Patients should be re-examined 3–7 days after initiation 

of therapy. If treatment is successful, ulcers usually improve 
symptomatically within 3 days and objectively within 7 
days after therapy. If no clinical improvement is evident, the 
clinician must consider whether 1) the diagnosis is correct, 2) 
the patient is coinfected with another STD, 3) the patient is 
infected with HIV, 4) the treatment was not used as instructed, 
or 5) the H. ducreyi strain causing the infection is resistant to 
the prescribed antimicrobial. The time required for complete 
healing depends on the size of the ulcer; large ulcers might 
require >2 weeks. In addition, healing is slower for some 
uncircumcised men who have ulcers under the foreskin. 
Clinical resolution of fluctuant lymphadenopathy is slower 
than that of ulcers and might require needle aspiration or 
incision and drainage, despite otherwise successful therapy. 
Although needle aspiration of buboes is a simpler procedure, 
incision and drainage might be preferred because of reduced 
need for subsequent drainage procedures. 

Management of Sex Partners
Regardless of whether symptoms of the disease are present, 

sex partners of patients who have chancroid should be examined 
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and treated if they had sexual contact with the patient during 
the 10 days preceding the patient’s onset of symptoms. 

Special Considerations

Pregnancy

Ciprofloxacin is contraindicated during pregnancy and lac-
tation. No adverse effects of chancroid on pregnancy outcome 
have been reported. 

HIV Infection

HIV-infected patients who have chancroid should be 
monitored closely because, as a group, they are more likely to 
experience treatment failure and to have ulcers that heal more 
slowly. HIV-infected patients might require repeated or longer 
courses of therapy than those recommended for HIV-negative 
patients, and treatment failures can occur with any regimen. 
Because data are limited concerning the therapeutic efficacy 
of the recommended ceftriaxone and azithromycin regimens 
in HIV-infected patients, these regimens should be used for 
such patients only if follow-up can be ensured. 

Genital HSV Infections
Genital herpes is a chronic, life-long viral infection. Two 

types of HSV have been identified as causing genital herpes: 
HSV-1 and HSV-2. Most cases of recurrent genital herpes 
are caused by HSV-2, and at least 50 million persons in the 
United States are infected with this type of genital herpes 
(147). However, an increasing proportion of anogenital her-
petic infections in some populations has been attributed to 
HSV-1 infection. 

Most persons infected with HSV-2 have not been diag-
nosed with genital herpes. Many such persons have mild or 
unrecognized infections but shed virus intermittently in the 
genital tract. As a result, the majority of genital herpes infec-
tions are transmitted by persons unaware that they have the 
infection or who are asymptomatic when transmission occurs. 
Management of genital HSV should address the chronic nature 
of the disease and go beyond the treatment of acute episodes 
of genital ulcers.

Diagnosis of HSV Infection
The clinical diagnosis of genital herpes is both nonsensitive 

and nonspecific. The classical painful multiple vesicular or 
ulcerative lesions are absent in many infected persons. HSV-1 
is causing an increasing proportion of first episodes of ano-
genital herpes in some populations (e.g., young women and 
MSM) and might now account for most of these infections 
(148,149). Recurrences and subclinical shedding are much 
less frequent for genital HSV-1 infection than for genital 

HSV-2 infection (150,151). A patient’s prognosis and the type 
of counseling needed depends on the type of genital herpes 
(HSV-1 or HSV-2) causing the infection; therefore, the clinical 
diagnosis of genital herpes should be confirmed by laboratory 
testing (152). Both virologic and type-specific serologic tests 
for HSV should be available in clinical settings that provide 
care for persons diagnosed with or at risk for STDs.

Virologic Tests
Cell culture and PCR are the preferred HSV tests for per-

sons who seek medical treatment for genital ulcers or other 
mucocutaneous lesions. The sensitivity of viral culture is low, 
especially for recurrent lesions, and declines rapidly as lesions 
begin to heal. PCR assays for HSV DNA are more sensitive and 
are increasingly used in many settings (153,154). PCR is the 
test of choice for detecting HSV in spinal fluid for diagnosis 
of HSV infection of the central nervous system (CNS). Viral 
culture isolates should be typed to determine which type of 
HSV is causing the infection. Failure to detect HSV by culture 
or PCR does not indicate an absence of HSV infection, because 
viral shedding is intermittent. The use of cytologic detection 
of cellular changes of HSV infection is an insensitive and 
nonspecific method of diagnosis, both for genital lesions (i.e., 
Tzanck preparation) and for cervical Pap smears and therefore 
should not be relied upon.

Type-Specific Serologic Tests
Both type-specific and nontype-specific antibodies to 

HSV develop during the first several weeks after infection 
and persist indefinitely. Accurate type-specific HSV serologic 
assays are based on the HSV-specific glycoprotein G2 (HSV-
2) and glycoprotein G1 (HSV-1). Such assays first became 
commercially available in 1999, but older assays that do not 
accurately distinguish HSV-1 from HSV-2 antibody (despite 
claims to the contrary) remain on the market (155); providers 
should specifically request serologic type-specific glycoprotein 
G (gG)-based assays when serology is performed for their 
patients (156–158).

Both laboratory-based assays and point-of-care tests that 
provide results for HSV-2 antibodies from capillary blood 
or serum during a clinic visit are available. The sensitivities 
of these glycoprotein G type-specific tests for the detection 
of HSV-2 antibody vary from 80%–98%, and false-negative 
results might be more frequent at early stages of infection. 
The specificities of these assays are ≥96%. False-positive results 
can occur, especially in patients with a low likelihood of HSV 
infection. Repeat or confirmatory testing might be indicated in 
some settings, especially if recent acquisition of genital herpes 
is suspected. IgM testing for HSV is not useful, because the 
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IgM tests are not type-specific and might be positive during 
recurrent episodes of herpes (159).

Because nearly all HSV-2 infections are sexually acquired, 
the presence of type-specific HSV-2 antibody implies anogeni-
tal infection. In this instance, education and counseling appro-
priate for persons with genital herpes should be provided. The 
presence of HSV-1 antibody alone is more difficult to interpret. 
Most persons with HSV-1 antibody have oral HSV infection 
acquired during childhood, which might be asymptomatic. 
However, acquisition of genital HSV-1 appears to be increas-
ing, and genital HSV-1 also can be asymptomatic (147–149). 
Lack of symptoms in an HSV-1 seropositive person does not 
distinguish anogenital from orolabial or cutaneous infection, 
and regardless of site of infection, these persons remain at risk 
for acquiring HSV-2.

Type-specific HSV serologic assays might be useful in the 
following scenarios: 1) recurrent genital symptoms or atypical 
symptoms with negative HSV cultures; 2) a clinical diagnosis of 
genital herpes without laboratory confirmation; or 3) a partner 
with genital herpes. HSV serologic testing should be considered 
for persons presenting for an STD evaluation (especially for 
those persons with multiple sex partners), persons with HIV 
infection, and MSM at increased risk for HIV acquisition. 
Screening for HSV-1 and HSV-2 in the general population 
is not indicated.

Management of Genital Herpes
Antiviral chemotherapy offers clinical benefits to most 

symptomatic patients and is the mainstay of management. 
Counseling regarding the natural history of genital herpes, 
sexual and perinatal transmission, and methods to reduce 
transmission is integral to clinical management.

Systemic antiviral drugs can partially control the signs and 
symptoms of herpes episodes when used to treat first clinical 
and recurrent episodes, or when used as daily suppressive 
therapy. However, these drugs neither eradicate latent virus nor 
affect the risk, frequency, or severity of recurrences after the 
drug is discontinued. Randomized trials have indicated that 
three antiviral medications provide clinical benefit for genital 
herpes: acyclovir, valacyclovir, and famciclovir (160–168). 
Valacyclovir is the valine ester of acyclovir and has enhanced 
absorption after oral administration. Famciclovir also has high 
oral bioavailability. Topical therapy with antiviral drugs offers 
minimal clinical benefit, and its use is discouraged.

First Clinical Episode of Genital Herpes
Newly acquired genital herpes can cause a prolonged 

clinical illness with severe genital ulcerations and neurologic 
involvement. Even persons with first-episode herpes who have 
mild clinical manifestations initially can develop severe or pro-

longed symptoms. Therefore, all patients with first episodes of 
genital herpes should receive antiviral therapy.

Recommended Regimens*

Acyclovir 400 mg orally three times a day for 7–10 days

OR

Acyclovir 200 mg orally five times a day for 7–10 days

OR

Famciclovir 250 mg orally three times a day for 7–10 days

OR

Valacyclovir 1 g orally twice a day for 7–10 days

*Treatment can be extended if healing is incomplete after 10 days of 
therapy.

Established HSV-2 Infection
Almost all persons with symptomatic first-episode genital 

HSV-2 infection subsequently experience recurrent episodes of 
genital lesions; recurrences are less frequent after initial genital 
HSV-1 infection. Intermittent asymptomatic shedding occurs 
in persons with genital HSV-2 infection, even in those with 
longstanding or clinically silent infection. Antiviral therapy for 
recurrent genital herpes can be administered either as suppres-
sive therapy to reduce the frequency of recurrences or episodi-
cally to ameliorate or shorten the duration of lesions. Some 
persons, including those with mild or infrequent recurrent 
outbreaks, benefit from antiviral therapy; therefore, options 
for treatment should be discussed. Many persons might prefer 
suppressive therapy, which has the additional advantage of 
decreasing the risk for genital HSV-2 transmission to suscep-
tible partners (169,170).

Suppressive Therapy for Recurrent Genital Herpes

Suppressive therapy reduces the frequency of genital herpes 
recurrences by 70%–80% in patients who have frequent recur-
rences (166–169); many persons receiving such therapy report 
having experienced no symptomatic outbreaks. Treatment also 
is effective in patients with less frequent recurrences. Safety 
and efficacy have been documented among patients receiving 
daily therapy with acyclovir for as long as 6 years and with 
valacyclovir or famciclovir for 1 year (171,172). Quality of life 
is improved in many patients with frequent recurrences who 
receive suppressive therapy rather than episodic treatment.

The frequency of recurrent genital herpes outbreaks 
diminishes over time in many patients, and the patient’s psy-
chological adjustment to the disease might change. Therefore, 
periodically during suppressive treatment (e.g., once a year), 
providers should discuss the need to continue therapy with 
the patient.
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Treatment with valacyclovir 500 mg daily decreases the 
rate of HSV-2 transmission in discordant, heterosexual 
couples in which the source partner has a history of genital 
HSV-2 infection (170). Such couples should be encouraged 
to consider suppressive antiviral therapy as part of a strategy 
to prevent transmission, in addition to consistent condom use 
and avoidance of sexual activity during recurrences. Suppressive 
antiviral therapy also is likely to reduce transmission when 
used by persons who have multiple partners (including MSM) 
and by those who are HSV-2 seropositive without a history 
of genital herpes. 

Recommended Regimens

Acyclovir 400 mg orally twice a day

OR

Famiciclovir 250 mg orally twice a day

OR

Valacyclovir 500 mg orally once a day*

OR

Valacyclovir 1 g orally once a day

* Valacyclovir 500 mg once a day might be less effective than other vala-
cyclovir or acyclovir dosing regimens in patients who have very frequent 
recurrences (i.e., ≥10 episodes per year).

Acyclovir, famciclovir, and valacyclovir appear equally effec-
tive for episodic treatment of genital herpes, but famciclovir 
appears somewhat less effective for suppression of viral shed-
ding (163–167,173). Ease of administration and cost also are 
important considerations for prolonged treatment.
Episodic Therapy for Recurrent Genital Herpes

Effective episodic treatment of recurrent herpes requires 
initiation of therapy within 1 day of lesion onset or during the 
prodrome that precedes some outbreaks. The patient should 
be provided with a supply of drug or a prescription for the 
medication with instructions to initiate treatment immediately 
when symptoms begin.

Recommended Regimens

Acyclovir 400 mg orally three times a day for 5 days

OR

Acyclovir 800 mg orally twice a day for 5 days

OR

Acyclovir 800 mg orally three times a day for 2 days

OR

Famciclovir 125 mg orally twice daily for 5 days

OR

Famciclovir 1000 mg orally twice daily for 1 day

OR

Famciclovir 500 mg once, followed by 250 mg twice daily for 2 days

OR

Valacyclovir 500 mg orally twice a day for 3 days

OR

Valacyclovir 1 g orally once a day for 5 days

Severe Disease
Intravenous (IV) acyclovir therapy should be provided for 

patients who have severe HSV disease or complications that 
necessitate hospitalization (e.g., disseminated infection, pneu-
monitis, or hepatitis) or CNS complications (e.g., meningoen-
cephalitis). The recommended regimen is acyclovir 5–10 mg/
kg IV every 8 hours for 2–7 days or until clinical improvement 
is observed, followed by oral antiviral therapy to complete at 
least 10 days of total therapy. Acyclovir dose adjustment is 
recommended for impaired renal function.

Counseling
Counseling of infected persons and their sex partners is 

critical to the management of genital herpes. The goals of 
counseling include 1) helping patients cope with the infection 
and 2) preventing sexual and perinatal transmission (174,175). 
Although initial counseling can be provided at the first visit, 
many patients benefit from learning about the chronic aspects 
of the disease after the acute illness subsides. Multiple resources, 
including websites (http://www.ashastd.org) and printed 
materials, are available to assist patients, their partners, and 
clinicians who become involved in counseling.

Although the psychological effect of a serologic diagnosis of 
HSV-2 infection in a person with asymptomatic or unrecog-
nized genital herpes appears minimal and transient (176), some 
HSV-infected persons might express anxiety concerning genital 
herpes that does not reflect the actual clinical severity of their 
disease; the psychological effect of HSV infection frequently 
is substantial. Common concerns regarding genital herpes 
include the severity of initial clinical manifestations, recurrent 
episodes, sexual relationships and transmission to sex partners, 
and ability to bear healthy children. The misconception that 
HSV causes cancer should be dispelled.

The following recommendations apply to counseling of 
persons with genital HSV infection:

•	 Persons	who	have	 genital	 herpes	 should	 be	 educated	
concerning the natural history of the disease, with 
emphasis on the potential for recurrent episodes, asymp-
tomatic viral shedding, and the attendant risks of sexual 
transmission.

•	 Persons	 experiencing	 a	 first	 episode	 of	 genital	 herpes	
should be advised that suppressive therapy is available and 
effective in preventing symptomatic recurrent episodes 

http://www.ashastd.org
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and that episodic therapy often is useful in shortening 
the duration of recurrent episodes.

•	 All	persons	with	genital	HSV	infection	should	be	encour-
aged to inform their current sex partners that they have 
genital herpes and to inform future partners before 
initiating a sexual relationship.

•	 Sexual	 transmission	of	HSV	can	occur	during	asymp-
tomatic periods. Asymptomatic viral shedding is more 
frequent in genital HSV-2 infection than genital HSV-1 
infection and is most frequent during the first 12 months 
after acquiring HSV-2.

•	 All	persons	with	genital	herpes	should	remain	abstinent	
from sexual activity with uninfected partners when 
lesions or prodromal symptoms are present.

•	 The	risk	for	HSV-2	sexual	transmission	can	be	decreased	
by the daily use of valacyclovir by the infected person. 
Episodic therapy does not reduce the risk for transmis-
sion and its use should be discouraged for this purpose 
among persons whose partners might be at risk for HSV-2 
acquisition.

•	 Infected	persons	should	be	informed	that	male	latex	con-
doms, when used consistently and correctly, might reduce 
the risk for genital herpes transmission (21–23).

•	 Sex	partners	of	infected	persons	should	be	advised	that	
they might be infected even if they have no symptoms. 
Type-specific serologic testing of the asymptomatic 
partners of persons with genital herpes is recommended 
to determine whether such partners are already HSV 
seropositive or whether risk for acquiring HSV exists.

•	 The	risk	for	neonatal	HSV	infection	should	be	explained	
to all persons, including men. Pregnant women and 
women of childbearing age who have genital herpes 
should inform their providers who care for them during 
pregnancy and those who will care for their newborn 
infant about their infection. Pregnant women who are 
not known to be infected with HSV-2 should be advised 
to abstain from intercourse with men who have genital 
herpes during the third trimester of pregnancy. Similarly, 
pregnant women who are not known to be infected with 
HSV-1 should be counseled to avoid genital exposure to 
HSV-1 during the third trimester (e.g., oral sex with a 
partner with oral herpes and vaginal intercourse with a 
partner with genital HSV-1 infection).

•	 Asymptomatic	persons	diagnosed	with	HSV-2	infection	
by type-specific serologic testing should receive the same 
counseling messages as persons with symptomatic infec-
tion. In addition, such persons should be educated about 
the clinical manifestations of genital herpes.

•	 When	exposed	to	HIV,	HSV-2	seropositive	persons	are	
at increased risk for HIV acquisition. Patients should 
be informed that suppressive antiviral therapy does not 
reduce the increased risk for HIV acquisition associated 
with HSV-2 infection (177,178).

Management of Sex Partners
The sex partners of patients who have genital herpes can 

benefit from evaluation and counseling. Symptomatic sex 
partners should be evaluated and treated in the same manner 
as patients who have genital lesions. Asymptomatic sex part-
ners of patients who have genital herpes should be questioned 
concerning histories of genital lesions and offered type-specific 
serologic testing for HSV infection.

Special Considerations

Allergy, Intolerance, and Adverse Reactions

Allergic and other adverse reactions to acyclovir, valacyclo-
vir, and famciclovir are rare. Desensitization to acyclovir has 
been described (179).

HIV Infection

Immunocompromised patients can have prolonged or 
severe episodes of genital, perianal, or oral herpes. Lesions 
caused by HSV are common among HIV-infected patients 
and might be severe, painful, and atypical. HSV shedding 
is increased in HIV-infected persons. Whereas antiretroviral 
therapy reduces the severity and frequency of symptomatic 
genital herpes, frequent subclinical shedding still occurs (180). 
Clinical manifestations of genital herpes might worsen dur-
ing immune reconstitution after initiation of antiretroviral 
therapy. 

Suppressive or episodic therapy with oral antiviral agents 
is effective in decreasing the clinical manifestations of HSV 
among HIV-positive persons (181–183). The extent to which 
suppressive antiviral therapy will decrease HSV transmission 
from this population is unknown. HSV type-specific serologies 
can be offered to HIV-positive persons during their initial 
evaluation if infection status is unknown, and suppressive 
antiviral therapy can be considered in those who have HSV-2 
infection. 

Recommended Regimens for Daily Suppressive Therapy in 
Persons with HIV

Acyclovir 400–800 mg orally twice to three times a day

OR

Famciclovir 500 mg orally twice a day

OR

Valacyclovir 500 mg orally twice a day
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Recommended Regimens for Episodic Infection in Persons  
with HIV

Acyclovir 400 mg orally three times a day for 5–10 days

OR

Famciclovir 500 mg orally twice a day for 5–10 days

OR

Valacyclovir 1 g orally twice a day for 5–10 days

Acyclovir, valacyclovir, and famciclovir are safe for use in 
immunocompromised patients in the doses recommended for 
treatment of genital herpes. For severe HSV disease, initiating 
therapy with acyclovir 5–10 mg/kg IV every 8 hours might 
be necessary.

If lesions persist or recur in a patient receiving antiviral 
treatment, HSV resistance should be suspected and a viral 
isolate should be obtained for sensitivity testing (184). Such 
persons should be managed in consultation with an HIV 
specialist, and alternate therapy should be administered. All 
acyclovir-resistant strains are resistant to valacyclovir, and the 
majority are resistant to famciclovir. Foscarnet, 40 mg/kg IV 
every 8 hours until clinical resolution is attained, is frequently 
effective for treatment of acyclovir-resistant genital herpes. 
Intravenous cidofovir 5 mg/kg once weekly might also be 
effective. Imiquimod is a topical alternative, as is topical cido-
fovir gel 1%, which is not commercially available and must be 
compounded at a pharmacy. These topical preparations should 
be applied to the lesions once daily for 5 consecutive days. 

Clinical management of antiviral resistance remains chal-
lenging among HIV-infected patients, and other preventative 
approaches might be necessary. However, experience with 
another group of immunocompromised persons (hematopoi-
etic stem-cell recipients) demonstrated that persons receiving 
daily suppressive antiviral therapy were less likely to develop 
acyclovir-resistant HSV compared with those who received 
episodic therapy with outbreaks (185).

Genital Herpes in Pregnancy
Most mothers of infants who acquire neonatal herpes lack 

histories of clinically evident genital herpes (186). The risk for 
transmission to the neonate from an infected mother is high 
(30%–50%) among women who acquire genital herpes near 
the time of delivery and low (<1%) among women with his-
tories of recurrent herpes at term or who acquire genital HSV 
during the first half of pregnancy (187). However, because 
recurrent genital herpes is much more common than initial 
HSV infection during pregnancy, the proportion of neonatal 
HSV infections acquired from mothers with recurrent herpes 
is substantial. Prevention of neonatal herpes depends both on 
preventing acquisition of genital HSV infection during late 

pregnancy and avoiding exposure of the infant to herpetic 
lesions during delivery. Because the risk for herpes is high in 
infants of women who acquire genital HSV during late preg-
nancy, these women should be managed in consultation with 
an infectious disease specialist. 

Women without known genital herpes should be counseled 
to abstain from intercourse during the third trimester with 
partners known or suspected of having genital herpes. In addi-
tion, pregnant women without known orolabial herpes should 
be advised to abstain from receptive oral sex during the third 
trimester with partners known or suspected to have orolabial 
herpes. Some specialists believe that type-specific serologic tests 
are useful to identify pregnant women at risk for HSV infec-
tion and to guide counseling regarding the risk for acquiring 
genital herpes during pregnancy and that such testing should 
be offered to uninfected women whose sex partner has HSV 
infection. However, the effectiveness of antiviral therapy to 
decrease the risk for HSV transmission to pregnant women 
by infected partners has not been studied.

All pregnant women should be asked whether they have 
a history of genital herpes. At the onset of labor, all women 
should be questioned carefully about symptoms of genital 
herpes, including prodromal symptoms, and all women 
should be examined carefully for herpetic lesions. Women 
without symptoms or signs of genital herpes or its prodrome 
can deliver vaginally. Although cesarean section does not com-
pletely eliminate the risk for HSV transmission to the infant, 
women with recurrent genital herpetic lesions at the onset of 
labor should deliver by cesarean section to prevent neonatal 
HSV infection. 

The safety of systemic acyclovir, valacyclovir, and famci-
clovir therapy in pregnant women has not been definitively 
established. Available data do not indicate an increased risk 
for major birth defects compared with the general population 
in women treated with acyclovir during the first trimester 
(188) — findings that provide assurance to women who have 
had prenatal exposure to acyclovir. However, data regarding 
prenatal exposure to valacyclovir and famciclovir are too lim-
ited to provide useful information on pregnancy outcomes. 
Acyclovir can be administered orally to pregnant women with 
first episode genital herpes or severe recurrent herpes and 
should be administered IV to pregnant women with severe 
HSV infection. Acyclovir treatment late in pregnancy reduces 
the frequency of cesarean sections among women who have 
recurrent genital herpes by diminishing the frequency of recur-
rences at term (189–191); the effect of antiviral therapy late in 
pregnancy on the incidence of neonatal herpes is not known. 
No data support the use of antiviral therapy among HSV 
seropositive women without a history of genital herpes. 
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neonatal Herpes
Infants exposed to HSV during birth, as documented by 

maternal virologic testing or presumed by observation of mater-
nal lesions, should be followed carefully in consultation with a 
pediatric infectious disease specialist. Surveillance cultures of 
mucosal surfaces to detect HSV infection might be considered 
before the development of clinical signs of neonatal herpes. In 
addition, administration of acyclovir might be considered for 
infants born to women who acquired HSV near term because 
the risk for neonatal herpes is high for these infants. All infants 
who have neonatal herpes should be promptly evaluated and 
treated with systemic acyclovir. The recommended regimen 
for infants treated for known or suspected neonatal herpes is 
acyclovir 20 mg/kg IV every 8 hours for 21 days for dissemi-
nated and CNS disease or for 14 days for disease limited to 
the skin and mucous membranes.

Granuloma Inguinale (Donovanosis)
Granuloma inguinale is a genital ulcerative disease caused 

by the intracellular gram-negative bacterium Klebsiella granulo-
matis (formerly known as Calymmatobacterium granulomatis). 
The disease occurs rarely in the United States, although it is 
endemic in some tropical and developing areas, including 
India; Papua, New Guinea; the Caribbean; central Australia; 
and southern Africa (192,193). Clinically, the disease is com-
monly characterized as painless, slowly progressive ulcerative 
lesions on the genitals or perineum without regional lymph-
adenopathy; subcutaneous granulomas (pseudoboboes) might 
also occur. The lesions are highly vascular (i.e., beefy red appear-
ance) and bleed easily on contact. The clinical presentation 
also can include hypertrophic, necrotic, or sclerotic variants. 
Extragenital infection can occur with extension of infection 
to the pelvis, or it can disseminate to intraabdominal organs, 
bones, or the mouth. The lesions also can develop secondary 
bacterial infection and can coexist with other sexually trans-
mitted pathogens.

The causative organism is difficult to culture, and diagnosis 
requires visualization of dark-staining Donovan bodies on tis-
sue crush preparation or biopsy. No FDA-cleared molecular 
tests for the detection of K. granulomatis DNA exist, but such 
an assay might be useful when undertaken by laboratories that 
have conducted a CLIA verification study. 

Treatment
Several antimicrobial regimens have been effective, but 

only a limited number of controlled trials have been published 
(192). Treatment has been shown to halt progression of lesions, 
and healing typically proceeds inward from the ulcer margins; 
prolonged therapy is usually required to permit granulation 

and reepithelialization of the ulcers. Relapse can occur 6–18 
months after apparently effective therapy. 

Recommended Regimen

Doxycycline 100 mg orally twice a day for at least 3 weeks and until all 
lesions have completely healed

Alternative Regimens

Azithromycin 1 g orally once per week for at least 3 weeks and until all 
lesions have completely healed

OR

Ciprofloxacin 750 mg orally twice a day for at least 3 weeks and until all 
lesions have completely healed

OR

Erythromycin base 500 mg orally four times a day for at least 3 weeks 
and until all lesions have completely healed

OR

Trimethoprim-sulfamethoxazole one double-strength (160 mg/800 
mg) tablet orally twice a day for at least 3 weeks and until all lesions 
have completely healed

The addition of an aminoglycoside (e.g., gentamicin 
1 mg/kg IV every 8 hours) to these regimens can be consid-
ered if improvement is not evident within the first few days 
of therapy. 

Follow-Up
Patients should be followed clinically until signs and symp-

toms have resolved.

Management of Sex Partners
Persons who have had sexual contact with a patient who 

has granuloma inguinale within the 60 days before onset of the 
patient’s symptoms should be examined and offered therapy. 
However, the value of empiric therapy in the absence of clinical 
signs and symptoms has not been established.

Special Considerations

Pregnancy

Pregnancy is a relative contraindication to the use of sul-
fonamides. Pregnant and lactating women should be treated 
with the erythromycin regimen, and consideration should 
be given to the addition of a parenteral aminoglycoside (e.g., 
gentamicin). Azithromycin might prove useful for treating 
granuloma inguinale during pregnancy, but published data are 
lacking. Doxycycline and ciprofloxacin are contraindicated in 
pregnant women.

HIV Infection

Persons with both granuloma inguinale and HIV infec-
tion should receive the same regimens as those who are HIV 
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negative; however, the addition of a parenteral aminoglycoside 
(e.g., gentamicin) can also be considered.

Lymphogranuloma Venereum
Lymphogranuloma venereum (LGV) is caused by 

C. trachomatis serovars L1, L2, or L3 (194). The most common 
clinical manifestation of LGV among heterosexuals is tender 
inguinal and/or femoral lymphadenopathy that is typically 
unilateral. A self-limited genital ulcer or papule sometimes 
occurs at the site of inoculation. However, by the time patients 
seek care, the lesions have often disappeared. Rectal exposure in 
women or MSM can result in proctocolitis, including mucoid 
and/or hemorrhagic rectal discharge, anal pain, constipation, 
fever, and/or tenesmus (195,196). LGV is an invasive, systemic 
infection, and if it is not treated early, LGV proctocolitis can 
lead to chronic, colorectal fistulas and strictures. Genital and 
colorectal LGV lesions can also develop secondary bacterial 
infection or can be coinfected with other sexually and 
nonsexually transmitted pathogens.

Diagnosis is based on clinical suspicion, epidemiologic 
information, and the exclusion of other etiologies for procto-
colitis, inguinal lymphadenopathy, or genital or rectal ulcers. 
C. trachomatis testing also should be conducted, if available.

Genital and lymph node specimens (i.e., lesion swab or 
bubo aspirate) can be tested for C. trachomatis by culture, direct 
immunofluorescence, or nucleic acid detection. NAATs for 
C. trachomatis are not FDA-cleared for testing rectal specimens, 
although some laboratories have performed the CLIA valida-
tion studies that are needed to provide results for clinical man-
agement. Additional molecular procedures (e.g., PCR-based 
genotyping) can be used to differentiate LGV from non-LGV 
C. trachomatis, but these are not widely available. 

Chlamydia serology (complement fixation titers >1:64) 
can support the diagnosis of LGV in the appropriate clinical 
context. Comparative data between types of serologic tests 
are lacking, and the diagnostic utility of serologic methods 
other than complement fixation and some microimmunofluo-
rescence procedures has not been established. Serologic test 
interpretation for LGV is not standardized, tests have not been 
validated for clinical proctitis presentations, and C. trachomatis 
serovar-specific serologic tests are not widely available.

In the absence of specific LGV diagnostic testing, patients 
with a clinical syndrome consistent with LGV, including proc-
tocolitis or genital ulcer disease with lymphadenopathy, should 
be treated for LGV as described in this report.

Treatment
Treatment cures infection and prevents ongoing tissue 

damage, although tissue reaction to the infection can result in 

scarring. Buboes might require aspiration through intact skin 
or incision and drainage to prevent the formation of inguinal/
femoral ulcerations. Doxycycline is the preferred treatment.

Recommended Regimen

Doxycycline 100 mg orally twice a day for 21 days

Alternative Regimen

Erythromycin base 500 mg orally four times a day for 21 days

Although clinical data are lacking, azithromycin 1 g orally 
once weekly for 3 weeks is probably effective based on its 
chlamydial antimicrobial activity. Fluoroquinolone-based 
treatments might also be effective, but extended treatment 
intervals are likely required.

Follow-Up
Patients should be followed clinically until signs and symp-

toms have resolved.

Management of Sex Partners
Persons who have had sexual contact with a patient who 

has LGV within the 60 days before onset of the patient’s 
symptoms should be examined, tested for urethral or cervical 
chlamydial infection, and treated with a chlamydia regimen 
(azithromycin 1 gm orally single dose or doxycycline 100 mg 
orally twice a day for 7 days). 

Special Considerations

Pregnancy

Pregnant and lactating women should be treated with 
erythromycin. Azithromycin might prove useful for treatment 
of LGV in pregnancy, but no published data are available 
regarding its safety and efficacy. Doxycycline is contraindicated 
in pregnant women.

HIV Infection

Persons with both LGV and HIV infection should receive 
the same regimens as those who are HIV negative. Prolonged 
therapy might be required, and delay in resolution of symp-
toms might occur.

Syphilis
Syphilis is a systemic disease caused by Treponema pallidum. 

On the basis of clinical findings, the disease has been divided 
into a series of overlapping stages, which are used to help guide 
treatment and follow-up. Persons who have syphilis might seek 
treatment for signs or symptoms of primary infection (i.e., ulcer 
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or chancre at the infection site), secondary infection (i.e., 
manifestations that include, but are not limited to, skin rash, 
mucocutaneous lesions, and lymphadenopathy), neurologic 
infection (i.e., cranial nerve dysfunction, meningitis, stroke, 
acute or chronic altered mental status, loss of vibration sense, 
and auditory or ophthalmic abnormalities, which might occur 
through the natural history of untreated infection), or tertiary 
infection (i.e., cardiac or gummatous lesions). Latent infections 
(i.e., those lacking clinical manifestations) are detected by 
serologic testing. Latent syphilis acquired within the preced-
ing year is referred to as early latent syphilis; all other cases of 
latent syphilis are either late latent syphilis or latent syphilis 
of unknown duration. Treatment for both late latent syphilis 
and tertiary syphilis might require a longer duration of therapy 
because organisms might be dividing more slowly; however, 
the validity of this concept has not been assessed.

Diagnostic Considerations
Darkfield examinations and tests to detect T. pallidum in 

lesion exudate or tissue are the definitive methods for diagnos-
ing early syphilis (197). Although no T. pallidum detection 
tests are commercially available, some laboratories provide 
locally developed PCR tests for the detection of T. pallidum. 
A presumptive diagnosis of syphilis is possible with the use 
of two types of serologic tests: 1) nontreponemal tests (e.g., 
Venereal Disease Research Laboratory [VDRL] and RPR) and 
2) treponemal tests (e.g., fluorescent treponemal antibody 
absorbed [FTA-ABS] tests, the T. pallidum passive particle 
agglutination [TP-PA] assay, various EIAs, and chemilumines-
cence immunoassays). The use of only one type of serologic 
test is insufficient for diagnosis, because each type of test has 
limitations, including the possibility of false-positive test results 
in persons without syphilis. False-positive nontreponemal 
test results can be associated with various medical conditions 
unrelated to syphilis, including autoimmune conditions, older 
age, and injection-drug use (198,199); therefore, persons with 
a reactive nontreponemal test should receive a treponemal test 
to confirm the diagnosis of syphilis. 

Nontreponemal test antibody titers may correlate with 
disease activity, and results should be reported quantitatively. 
A fourfold change in titer, equivalent to a change of two dilu-
tions (e.g., from 1:16 to 1:4 or from 1:8 to 1:32), is considered 
necessary to demonstrate a clinically significant difference 
between two nontreponemal test results that were obtained 
using the same serologic test. Sequential serologic tests in 
individual patients should be performed using the same test-
ing method (e.g., VDRL or RPR), preferably by the same 
laboratory. The VDRL and RPR are equally valid assays, but 
quantitative results from the two tests cannot be compared 
directly because RPR titers frequently are slightly higher than 

VDRL titers. Nontreponemal test titers usually decline after 
treatment and might become nonreactive with time; however, 
in some persons, nontreponemal antibodies can persist for a 
long period of time — a response referred to as the “serofast 
reaction.” Most patients who have reactive treponemal tests will 
have reactive tests for the remainder of their lives, regardless of 
treatment or disease activity. However, 15%–25% of patients 
treated during the primary stage revert to being serologically 
nonreactive after 2–3 years (200). Treponemal test antibody 
titers should not be used to assess treatment response.

Some clinical laboratories and blood banks have begun 
to screen samples using treponemal tests, typically by EIA or 
chemiluminescence immunoassays (201,202). This strategy 
will identify both persons with previous treatment for syphilis 
and persons with untreated or incompletely treated syphilis. 
The positive predictive value for syphilis associated with a 
treponemal screening test result might be lower among popu-
lations with a low prevalence of syphilis. 

Persons with a positive treponemal screening test should 
have a standard nontreponemal test with titer performed 
reflexively by the laboratory to guide patient management 
decisions. If the nontreponemal test is negative, then the 
laboratory should perform a different treponemal test (prefer-
ably one based on different antigens than the original test) to 
confirm the results of the initial test. If a second treponemal 
test is positive, persons with a history of previous treatment 
will require no further management unless sexual history 
suggests likelihood of re-exposure. Those without a history 
of treatment for syphilis should be offered treatment. Unless 
history or results of a physical examination suggest a recent 
infection, previously untreated persons should be treated for 
late latent syphilis. If the second treponemal test is negative, 
further evaluation or treatment is not indicated.

For most HIV-infected persons, serologic tests are accurate 
and reliable for the diagnosis of syphilis and for following a 
patient’s response to treatment. However, atypical syphilis 
serologic test results (i.e., unusually high, unusually low, or 
fluctuating titers) can occur in HIV-infected persons. When 
serologic tests do not correspond with clinical findings 
suggestive of early syphilis, use of other tests (e.g., biopsy and 
darkfield microscopy) should be considered. 

Clinical signs of neurosyphilis (i.e., cranial nerve dys-
function, meningitis, stroke, acute or chronic altered mental 
status, loss of vibration sense, and auditory or ophthalmic 
abnormalities) warrant further investigation and treatment for 
neurosyphilis. Laboratory testing is helpful in supporting the 
diagnosis of neurosyphilis; however, no single test can be used 
to diagnose neurosyphilis in all instances. Cerebrospinal fluid 
(CSF) laboratory abnormalities are common in persons with 
early syphilis. The VDRL in cerebrospinal fluid (CSF-VDRL), 
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which is highly specific but insensitive, is the standard serologic 
test for CSF. When reactive in the absence of substantial con-
tamination of CSF with blood, it is considered diagnostic of 
neurosyphilis; however in early syphilis, it can be of unknown 
prognostic significance (203). Most other tests are both insensi-
tive and nonspecific and must be interpreted in relation to other 
test results and the clinical assessment. Therefore, the labora-
tory diagnosis of neurosyphilis usually depends on various 
combinations of reactive serologic test results, CSF cell count 
or protein, and a reactive CSF-VDRL with or without clinical 
manifestations. Among persons with HIV infection, the CSF 
leukocyte count usually is elevated (>5 white blood cell count 
[WBC]/mm3); using a higher cutoff (>20 WBC/ mm3) might 
improve the specificity of neurosyphilis diagnosis (204). The 
CSF-VDRL might be nonreactive even when neurosyphilis is 
present; therefore, additional evaluation using FTA-ABS test-
ing on CSF can be considered. The CSF FTA-ABS test is less 
specific for neurosyphilis than the CSF-VDRL but is highly 
sensitive; neurosyphilis is highly unlikely with a negative CSF 
FTA-ABS test (205).

Treatment
Penicillin G, administered parenterally, is the preferred 

drug for treating all stages of syphilis. The preparation used 
(i.e., benzathine, aqueous procaine, or aqueous crystalline), the 
dosage, and the length of treatment depend on the stage and 
clinical manifestations of the disease. Selection of the appro-
priate penicillin preparation is important, because T. pallidum 
can reside in sequestered sites (e.g., the CNS and aqueous 
humor) that are poorly accessed by some forms of penicillin. 
Combinations of benzathine penicillin, procaine penicillin, 
and oral penicillin preparations are not considered appro-
priate for the treatment of syphilis. Reports have indicated 
that practitioners have inadvertently prescribed combination 
benzathine-procaine penicillin (Bicillin C-R) instead of the 
standard benzathine penicillin product (Bicillin L-A) widely 
used in the United States. Practitioners, pharmacists, and pur-
chasing agents should be aware of the similar names of these 
two products to avoid using the inappropriate combination 
therapy agent for treating syphilis (206).

The effectiveness of penicillin for the treatment of syphilis 
was well established through clinical experience even before the 
value of randomized controlled clinical trials was recognized. 
Therefore, nearly all the recommendations for the treatment of 
syphilis are based not only on clinical trials and observational 
studies, but approximately 50 years of clinical experience. 

Parenteral penicillin G is the only therapy with documented 
efficacy for syphilis during pregnancy. Pregnant women with 
syphilis in any stage who report penicillin allergy should be 

desensitized and treated with penicillin (see Management of 
Patients Who Have a History of Penicillin Allergy).

The Jarisch-Herxheimer reaction is an acute febrile reac-
tion frequently accompanied by headache, myalgia, fever, and 
other symptoms that usually occur within the first 24 hours 
after the initiation of any therapy for syphilis. Patients should 
be informed about this possible adverse reaction. The Jarisch-
Herxheimer reaction occurs most frequently among patients 
who have early syphilis, presumably because bacterial burdens 
are higher during these stages. Antipyretics can be used to 
manage symptoms, but they have not been proven to prevent 
this reaction. The Jarisch-Herxheimer reaction might induce 
early labor or cause fetal distress in pregnant women, but 
this should not prevent or delay therapy (see Syphilis During 
Pregnancy).

Management of Sex Partners
Sexual transmission of T. pallidum is thought to occur only 

when mucocutaneous syphilitic lesions are present. Although 
such manifestations are uncommon after the first year of infec-
tion, persons exposed sexually to a patient who has syphilis 
in any stage should be evaluated clinically and serologically 
and treated with a recommended regimen, according to the 
following recommendations:

•	 Persons	who	were	exposed	within	the	90	days	preced-
ing the diagnosis of primary, secondary, or early latent 
syphilis in a sex partner might be infected even if 
seronegative; therefore, such persons should be treated 
presumptively.

•	 Persons	who	were	exposed	>90	days	before	the	diagnosis	
of primary, secondary, or early latent syphilis in a sex 
partner should be treated presumptively if serologic test 
results are not available immediately and the opportunity 
for follow-up is uncertain.

•	 For	 purposes	 of	 partner	 notification	 and	presumptive	
treatment of exposed sex partners, patients with syphilis 
of unknown duration who have high nontreponemal 
serologic test titers (i.e., >1:32) can be assumed to have 
early syphilis. For the purpose of determining a treatment 
regimen, however, serologic titers should not be used to 
differentiate early from late latent syphilis (see Latent 
Syphilis, Treatment).

•	 Long-term	 sex	 partners	 of	 patients	who	 have	 latent	
syphilis should be evaluated clinically and serologically 
for syphilis and treated on the basis of the evaluation 
findings.

Sexual partners of infected patients should be considered 
at risk and provided treatment if they have had sexual contact 
with the patient within 3 months plus the duration of symp-
toms for patients diagnosed with primary syphilis, 6 months 
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plus duration of symptoms for those with secondary syphilis, 
and 1 year for patients with early latent syphilis. 

Primary and Secondary Syphilis

Treatment

Parenteral penicillin G has been used effectively for more 
than 50 years to achieve clinical resolution (i.e., the healing 
of lesions and prevention of sexual transmission) and to pre-
vent late sequelae. However, no comparative trials have been 
adequately conducted to guide the selection of an optimal 
penicillin regimen (i.e., the dose, duration, and prepara-
tion). Substantially fewer data are available for nonpenicillin 
regimens.

Recommended Regimen for Adults*

Benzathine penicillin G 2.4 million units IM in a single dose

* Recommendations for treating syphilis in HIV-infected persons and 
pregnant women are discussed later in this report (see Syphilis among 
HIV–Infected Persons and Syphilis in Pregnancy).

Available data demonstrate that additional doses of ben-
zathine penicillin G, amoxicillin, or other antibiotics in early 
syphilis (primary, secondary, and early latent) do not enhance 
efficacy, regardless of HIV status.

Recommended Regimen for Infants and Children

Infants and children aged ≥1 month diagnosed with syphi-
lis should have a CSF examination to detect asymptomatic 
neurosyphilis, and birth and maternal medical records should 
be reviewed to assess whether such children have congenital 
or acquired syphilis (see Congenital Syphilis). Children with 
acquired primary or secondary syphilis should be evaluated 
(e.g., through consultation with child-protection services) (see 
Sexual Assault or Abuse of Children) and treated by using the 
following pediatric regimen.

Recommended Regimen for Infants and Children

Benzathine penicillin G 50,000 units/kg IM, up to the adult dose of 2.4 
million units in a single dose

other Management Considerations

All persons who have syphilis should be tested for HIV 
infection. In geographic areas in which the prevalence of HIV is 
high, persons who have primary syphilis should be retested for 
HIV after 3 months if the first HIV test result was negative.

Patients who have syphilis and symptoms or signs sug-
gesting neurologic disease (e.g., meningitis and hearing loss) 
or ophthalmic disease (e.g., uveitis, iritis, neuroretinitis, and 
optic neuritis) should have an evaluation that includes CSF 

analysis, ocular slit-lamp ophthalmologic examination, and 
otologic examination. Treatment should be guided by the 
results of this evaluation.

Invasion of CSF by T. pallidum accompanied by CSF 
laboratory abnormalities is common among adults who have 
primary or secondary syphilis (203). Therefore, in the absence 
of clinical neurologic findings, no evidence exists to support 
variation from the recommended treatment regimen for early 
syphilis. Symptomatic neurosyphilis develops in only a limited 
number of persons after treatment with the penicillin regimens 
recommended for primary and secondary syphilis. Therefore, 
unless clinical signs or symptoms of neurologic or ophthalmic 
involvement are present or treatment failure is documented, 
routine CSF analysis is not recommended for persons who 
have primary or secondary syphilis. 

Follow-Up

Treatment failure can occur with any regimen. However, 
assessing response to treatment frequently is difficult, and 
definitive criteria for cure or failure have not been established. 
In addition, nontreponemal test titers might decline more 
slowly for persons who previously have had syphilis (207). 
Clinical and serologic evaluation should be performed 6 
months and 12 months after treatment; more frequent evalu-
ation might be prudent if follow-up is uncertain. 

Patients who have signs or symptoms that persist or recur 
or who have a sustained fourfold increase in nontreponemal 
test titer (i.e., compared with the maximum or baseline titer 
at the time of treatment) probably failed treatment or were 
reinfected. These patients should be retreated and reevaluated 
for HIV infection. Because treatment failure usually cannot 
be reliably distinguished from reinfection with T. pallidum, a 
CSF analysis also should be performed. 

Although failure of nontreponemal test titers to decline 
fourfold within 6–12 months after therapy for primary or 
secondary syphilis might be indicative of treatment failure, 
clinical trial data have demonstrated that >15% of patients 
with early syphilis treated with the recommended therapy will 
not achieve the two dilution decline in nontreponemal titer 
used to define response at 1 year after treatment (208). Persons 
whose titers do not decline should be reevaluated for HIV 
infection. Optimal management of such patients is unclear. At a 
minimum, these patients should receive additional clinical and 
serologic follow-up. If additional follow-up cannot be ensured, 
retreatment is recommended. Because treatment failure might 
be the result of unrecognized CNS infection, CSF examination 
can be considered in such situations.

For retreatment, weekly injections of benzathine penicillin 
G 2.4 million units IM for 3 weeks is recommended, unless 
CSF examination indicates that neurosyphilis is present (see 
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Neurosyphilis). In rare instances, serologic titers do not decline 
despite a negative CSF examination and a repeated course of 
therapy. In these circumstances, the need for additional therapy 
or repeated CSF examinations is unclear, but is not generally 
recommended.

Management of Sex Partners

See General Principles, Management of Sex Partners.

Special Considerations

Penicillin Allergy
Data to support the use of alternatives to penicillin in 

the treatment of early syphilis are limited. However, several 
therapies might be effective in nonpregnant, penicillin-allergic 
patients who have primary or secondary syphilis. Doxycycline 
100 mg orally twice daily for 14 days (209,210) and tetracy-
cline (500 mg four times daily for 14 days) are regimens that 
have been used for many years. Compliance is likely to be 
better with doxycycline than tetracycline, because tetracycline 
can cause gastrointestinal side effects. Although limited clini-
cal studies, along with biologic and pharmacologic evidence, 
suggest that ceftriaxone (1 g daily either IM or IV for 10–14 
days) is effective for treating early syphilis, the optimal dose and 
duration of ceftriaxone therapy have not been defined (211). 
Azithromycin as a single 2-g oral dose is effective for treating 
early syphilis (212–214). However, T. pallidum chromosomal 
mutations associated with azithromycin resistance and treat-
ment failures have been documented in several geographical 
areas in the United States (215–217). As such, the use of 
azithromycin should be used with caution only when treatment 
with penicillin or doxycycline is not feasible. Azithromycin 
should not be used in MSM or pregnant women. Close follow-
up of persons receiving any alternative therapies is essential. 

Persons with a penicillin allergy whose compliance with 
therapy or follow-up cannot be ensured should be desensitized 
and treated with benzathine penicillin. Skin testing for peni-
cillin allergy might be useful in some circumstances in which 
the reagents and expertise are available to perform the test 
adequately (see Management of Patients Who Have a History 
of Penicillin Allergy).

Pregnancy
Pregnant patients who are allergic to penicillin should be 

desensitized and treated with penicillin (see Management of 
Patients Who Have a History of Penicillin Allergy and Syphilis 
During Pregnancy).

HIV Infection
See Syphilis Among HIV-Infected Persons.

Latent Syphilis
Latent syphilis is defined as syphilis characterized by 

seroreactivity without other evidence of disease. Patients who 
have latent syphilis and who acquired syphilis during the 
preceding year are classified as having early latent syphilis. 
Patients’ conditions can be diagnosed as early latent syphilis 
if, during the year preceding the evaluation, they had 1) a 
documented seroconversion or fourfold or greater increase 
in titer of a nontreponemal test; 2) unequivocal symptoms 
of primary or secondary syphilis; or 3) a sex partner docu-
mented to have primary, secondary, or early latent syphilis. In 
addition, for persons whose only possible exposure occurred 
during the previous 12 months, reactive nontreponemal and 
treponemal tests are indicative of early latent syphilis. In the 
absence of these conditions, an asymptomatic person should be 
considered to have late latent syphilis or syphilis of unknown 
duration. Nontreponemal serologic titers usually are higher 
during early latent syphilis than late latent syphilis. However, 
early latent syphilis cannot be reliably distinguished from late 
latent syphilis solely on the basis of nontreponemal titers. All 
patients with latent syphilis should have careful examination 
of all accessible mucosal surfaces (i.e., the oral cavity, perianal 
area, perineum and vagina in women, and underneath the fore-
skin in uncircumcised men) to evaluate for internal mucosal 
lesions. All patients who have syphilis should be tested for 
HIV infection.

Treatment

Because latent syphilis is not transmitted sexually, the 
objective of treating patients with this stage of disease is to 
prevent complications. Although clinical experience supports 
the effectiveness of penicillin in achieving this goal, limited 
evidence is available to guide choice of specific regimens.

The following regimens are recommended for penicillin 
nonallergic patients who have normal CSF examinations (if 
performed).

Recommended Regimens for Adults*

Early Latent Syphilis

Benzathine penicillin G 2.4 million units IM in a single dose

Late Latent Syphilis or Latent Syphilis of Unknown Duration

Benzathine penicillin G 7.2 million units total, administered as 3 doses 
of 2.4 million units IM each at 1-week intervals

* Recommendations for treating syphilis in HIV-infected persons and 
pregnant women are discussed later in this report (see Syphilis among 
HIV-Infected Persons and Syphilis in Pregnancy).
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Available data demonstrate no enhanced efficacy of addi-
tional doses of penicillin G, amoxicillin, or other antibiotics 
in early syphilis, regardless of HIV status.

Infants and children aged ≥1 month who have been diag-
nosed with syphilis should have a CSF examination to exclude 
neurosyphilis. In addition, birth and maternal medical records 
should be reviewed to assess whether children have congenital 
or acquired syphilis (see Congenital Syphilis). Older children 
with acquired latent syphilis should be evaluated as described 
for adults and treated using the following pediatric regimens 
(see Sexual Assault or Abuse of Children). These regimens are 
for penicillin nonallergic children who have acquired syphilis 
and who have normal CSF examination results.

Recommended Regimens for Children

Early Latent Syphilis

Benzathine penicillin G 50,000 units/kg IM, up to the adult dose of 2.4 
million units in a single dose

Late Latent Syphilis or Latent Syphilis of Unknown Duration

Benzathine penicillin G 50,000 units/kg IM, up to the adult dose of 2.4 
million units, administered as 3 doses at 1-week intervals (total 150,000 
units/kg up to the adult total dose of 7.2 million units)

other Management Considerations

Patients diagnosed with latent syphilis who demonstrate 
any of the following criteria should have a prompt CSF 
examination:

•	 Neurologic	(e.g.,	auditory	disease,	cranial	nerve	dysfunc-
tion, acute or chronic meningitis, stroke, acute or chronic 
altered mental status, and loss of vibration sense) or 
ophthalmic signs or symptoms (e.g., iritis and uveitis);

•	 evidence	 of	 active	 tertiary	 syphilis	 (e.g.,	 aortitis	 and	
gumma); or

•	 serologic	treatment	failure.
If a patient misses a dose of penicillin in a course of weekly 

therapy for late syphilis, the appropriate course of action is 
unclear. Pharmacologic considerations suggest that an inter-
val of 10–14 days between doses of benzathine penicillin for 
late syphilis or latent syphilis of unknown duration might be 
acceptable before restarting the sequence of injections. Missed 
doses are not acceptable for pregnant patients receiving therapy 
for late latent syphilis. Pregnant women who miss any dose of 
therapy must repeat the full course of therapy.

Follow-Up

Quantitative nontreponemal serologic tests should be 
repeated at 6, 12, and 24 months. A CSF examination should 
be performed if 1) titers increase fourfold, 2) an initially high 

titer (≥1:32) fails to decline at least fourfold (i.e., two dilutions) 
within 12–24 months of therapy, or 3) signs or symptoms 
attributable to syphilis develop. In such circumstances, even if 
the CSF examination is negative, retreatment for latent syphilis 
should be initiated. In rare instances, despite a negative CSF 
examination and a repeated course of therapy, serologic titers 
might fail to decline. In these circumstances, the need for 
additional therapy or repeated CSF examinations is unclear.

Management of Sex Partners

See General Principles, Management of Sex Partners.

Special Considerations

Penicillin Allergy
The effectiveness of alternatives to penicillin in the 

treatment of latent syphilis has not been well documented. 
Nonpregnant patients allergic to penicillin who have clearly 
defined early latent syphilis should respond to therapies rec-
ommended as alternatives to penicillin for the treatment of 
primary and secondary syphilis (see Primary and Secondary 
Syphilis, Treatment). The only acceptable alternatives for the 
treatment of late latent syphilis or latent syphilis of unknown 
duration are doxycycline (100 mg orally twice daily) or tet-
racycline (500 mg orally four times daily), both for 28 days. 
These therapies should be used only in conjunction with close 
serologic and clinical follow-up. Based on biologic plausibility 
and pharmacologic properties, ceftriaxone might be effective 
for treating late latent syphilis or syphilis of unknown duration. 
However, the optimal dose and duration of ceftriaxone therapy 
have not been defined, and treatment decisions should be 
discussed in consultation with a specialist. Some patients who 
are allergic to penicillin also might be allergic to ceftriaxone; 
in these circumstances, use of an alternative agent might be 
required. The efficacy of these alternative regimens in HIV-
infected persons has not been well studied. 

Pregnancy
Pregnant patients who are allergic to penicillin should be 

desensitized and treated with penicillin (see Management of 
Patients Who Have a History of Penicillin Allergy and Syphilis 
During Pregnancy).

HIV Infection
See Syphilis Among HIV-Infected Persons.

Tertiary Syphilis
Tertiary syphilis refers to gumma and cardiovascular syphilis 

but not to all neurosyphilis. Patients who are not allergic to 
penicillin and have no evidence of neurosyphilis should be 
treated with the following regimen.
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Recommended Regimen

Benzathine penicillin G 7.2 million units total, administered as 3 doses 
of 2.4 million units IM each at 1-week intervals

other Management Considerations

Patients who have symptomatic late syphilis should be given 
a CSF examination before therapy is initiated. Some provid-
ers treat all patients who have cardiovascular syphilis with a 
neurosyphilis regimen. These patients should be managed in 
consultation with an infectious disease specialist.

Follow-Up

Limited information is available concerning clinical response 
and follow-up of patients who have tertiary syphilis.

Management of Sex Partners

See General Principles, Management of Sex Partners.

Special Considerations

Penicillin Allergy
Patients allergic to penicillin should be treated in consulta-

tion with an infectious disease specialist.

Pregnancy
Pregnant patients who are allergic to penicillin should be 

desensitized and treated with penicillin (see Management of 
Patients Who Have a History of Penicillin Allergy and Syphilis 
During Pregnancy).

HIV Infection
See Syphilis Among HIV-Infected Persons.

neurosyphilis

Treatment

CNS involvement can occur during any stage of syphilis. 
However, CSF laboratory abnormalities are common in per-
sons with early syphilis, even in the absence of clinical neuro-
logical findings. No evidence exists to support variation from 
recommended treatment for early syphilis for patients found 
to have such abnormalities. If clinical evidence of neurologic 
involvement is observed (e.g., cognitive dysfunction, motor 
or sensory deficits, ophthalmic or auditory symptoms, cranial 
nerve palsies, and symptoms or signs of meningitis), a CSF 
examination should be performed.

Syphilitic uveitis or other ocular manifestations frequently 
are associated with neurosyphilis and should be managed 
according to the treatment recommendations for neurosyphilis. 
Patients who have neurosyphilis or syphilitic eye disease (e.g., 

uveitis, neuroretinitis, and optic neuritis) should be treated 
with the recommended regimen for neurosyphilis; those 
with eye disease should be managed in collaboration with an 
ophthalmologist. A CSF examination should be performed 
for all patients with syphilitic eye disease to identify those 
with abnormalities; patients found to have abnormal CSF 
test results should be provided follow-up CSF examinations 
to assess treatment response.

Recommended Regimen

Aqueous crystalline penicillin G 18–24 million units per day, 
administered as 3–4 million units IV every 4 hours or continuous 
infusion, for 10–14 days

If compliance with therapy can be ensured, the following 
alternative regimen might be considered.

Alternative Regimen

Procaine penicillin 2.4 million units IM once daily

PLUS

Probenecid 500 mg orally four times a day, both for 10–14 days

The durations of the recommended and alternative regi-
mens for neurosyphilis are shorter than the duration of the 
regimen used for late syphilis in the absence of neurosyphilis. 
Therefore, benzathine penicillin, 2.4 million units IM once per 
week for up to 3 weeks, can be considered after completion of 
these neurosyphilis treatment regimens to provide a comparable 
total duration of therapy.

other Management Considerations

Other considerations in the management of patients who 
have neurosyphilis are as follows:

•	 All	 persons	 who	 have	 syphilis	 should	 be	 tested	 for	
HIV.

•	 Although	systemic	steroids	are	used	frequently	as	adjunc-
tive therapy for otologic syphilis, such drugs have not 
been proven to be beneficial.

Follow-Up

If CSF pleocytosis was present initially, a CSF examina-
tion should be repeated every 6 months until the cell count 
is normal. Follow-up CSF examinations also can be used to 
evaluate changes in the CSF-VDRL or CSF protein after 
therapy; however, changes in these two parameters occur more 
slowly than cell counts, and persistent abnormalities might be 
less important (219,220). The leukocyte count is a sensitive 
measure of the effectiveness of therapy. If the cell count has not 
decreased after 6 months or if the CSF cell count or protein 
is not normal after 2 years, retreatment should be considered. 
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Limited data suggest that in immunocompetent persons and 
HIV-infected persons on highly active antiretroviral therapy, 
normalization of the serum RPR titer predicts normalization 
of CSF parameters (220). 

Management of Sex Partners

See General Principles, Management of Sex Partners.

Special Considerations

Penicillin Allergy
Limited data suggest that ceftriaxone 2 g daily either IM or 

IV for 10–14 days can be used as an alternative treatment for 
patients with neurosyphilis (221,222). However, the possibil-
ity of cross-reactivity between ceftriaxone and penicillin exists. 
Other regimens have not been adequately evaluated for treat-
ment of neurosyphilis. Therefore, if concern exists regarding 
the safety of ceftriaxone for a patient with neurosyphilis, skin 
testing should be performed (if available) to confirm penicillin 
allergy and, if necessary, desensitization in consultation with 
a specialist.

Pregnancy
Pregnant patients who are allergic to penicillin should be 

desensitized and treated with penicillin (see Syphilis During 
Pregnancy).

HIV Infection
See Syphilis Among HIV-Infected Persons.

Syphilis Among HIV-Infected Persons

Diagnostic Considerations

Although they are uncommon, unusual serologic responses 
have been observed among HIV-infected persons who have 
syphilis. Most reports have involved serologic titers that were 
higher than expected, but false-negative serologic test results 
and delayed appearance of seroreactivity also have been 
reported (223). Regardless, both treponemal and nontrepone-
mal serologic tests for syphilis can be interpreted in the usual 
manner for most patients who are coinfected with T. pallidum 
and HIV.

When clinical findings are suggestive of syphilis but sero-
logic tests are nonreactive or their interpretation is unclear, 
alternative tests (e.g., biopsy of a lesion, darkfield examination, 
and PCR of lesion material) might be useful for diagnosis. 
Neurosyphilis should be considered in the differential diagnosis 
of neurologic disease in HIV-infected persons.

Treatment

Compared with HIV-negative patients, HIV-positive 
patients who have early syphilis might be at increased risk for 

neurologic complications (224) and might have higher rates 
of serologic treatment failure with currently recommended 
regimens. The magnitude of these risks is not defined precisely, 
but is likely small. No treatment regimens for syphilis have been 
demonstrated to be more effective in preventing neurosyphilis 
in HIV-infected patients than the syphilis regimens recom-
mended for HIV-negative patients (208). Careful follow-up 
after therapy is essential.

Primary and Secondary Syphilis Among HIV-
Infected Persons

Treatment
Treatment of primary and secondary syphilis among HIV-

infected persons is benzathine penicillin G, 2.4 million units 
IM in a single dose. 

Available data demonstrate that additional doses of ben-
zathine penicillin G, amoxicillin, or other antibiotics in early 
syphilis do not result in enhanced efficacy, regardless of HIV 
status (208). 

Other Management Considerations
Most HIV-infected persons respond appropriately to stan-

dard benzathine penicillin for primary and secondary syphilis. 
CSF abnormalities (e.g., mononuclear pleocytosis and elevated 
protein levels) are common in HIV-infected persons, even in 
those without neurologic symptoms, although the clinical 
and prognostic significance of such CSF abnormalities with 
primary and secondary syphilis is unknown. Several studies 
have demonstrated that among persons infected with both 
HIV and syphilis, clinical and CSF abnormalities consistent 
with neurosyphilis are associated with a CD4 count of ≤350 
cells/mL and/or an RPR titer of ≥1:32 (204,225,226); however, 
unless neurologic symptoms are present, CSF examination 
in this setting has not been associated with improved clinical 
outcomes. 

The use of antiretroviral therapy as per current guidelines 
might improve clinical outcomes in HIV-infected persons with 
syphilis (220,227,228). 

Follow-Up
HIV-infected persons should be evaluated clinically and 

serologically for treatment failure at 3, 6, 9, 12, and 24 months 
after therapy. 

HIV-infected persons who meet the criteria for treatment 
failure (i.e., signs or symptoms that persist or recur or persons 
who have a sustained fourfold increase in nontreponemal test 
titer) should be managed in the same manner as HIV-negative 
patients (i.e., a CSF examination and retreatment). CSF exami-
nation and retreatment also should be strongly considered 
for persons whose nontreponemal test titers do not decrease 
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fourfold within 6–12 months of therapy. If CSF examination 
is normal, treatment with benzathine penicillin G administered 
as 2.4 million units IM each at weekly intervals for 3 weeks 
is recommended. 

Management of Sex Partners
See General Principles, Management of Sex Partners.

Special Considerations
Penicillin Allergy. HIV-infected, penicillin-allergic patients 

who have primary or secondary syphilis should be managed 
according to the recommendations for penicillin-allergic, HIV-
negative patients. Patients with penicillin allergy whose com-
pliance with therapy or follow-up cannot be ensured should 
be desensitized and treated with penicillin (see Management 
of Patients Who Have a History of Penicillin Allergy). The 
use of alternatives to penicillin has not been well studied in 
HIV-infected patients. These therapies should be used only in 
conjunction with close serologic and clinical follow-up.

Latent Syphilis Among HIV-Infected Persons

Treatment
HIV-infected persons with latent syphilis should be treated 

according to the stage-specific recommendations for HIV-
negative persons.

•	 Treatment	of	early	latent	syphilis	among	HIV-infected	
persons is benzathine penicillin G, 2.4 million units IM 
in a single dose. 

•	 Treatment	of	late	latent	syphilis	or	syphilis	of	unknown	
duration among HIV-infected persons is benzathine 
penicillin G, at weekly doses of 2.4 million units for 3 
weeks. 

Other Management Considerations
All HIV-infected persons with syphilis and neurologic 

symptoms should undergo immediate CSF examination. Some 
studies have demonstrated that clinical and CSF abnormalities 
consistent with neurosyphilis are most likely in HIV-infected 
persons who have been diagnosed with syphilis and have a 
CD4 count of ≤350 cells/ml and/or an RPR titer of ≥1:32 
(204,225,226); however unless neurologic symptoms are pres-
ent, CSF examination in this setting has not been associated 
with improved clinical outcomes. 

Follow-Up
Patients should be evaluated clinically and serologically 

at 6, 12, 18, and 24 months after therapy. If, at any time, 
clinical symptoms develop or nontreponemal titers rise 
fourfold, a repeat CSF examination should be performed 
and treatment administered accordingly. If during 12–24 

months the nontreponemal titer does not decline fourfold, 
CSF examination should be strongly considered and treatment 
administered accordingly.

Management of Sex Partners
See General Principles, Management of Sex Partners.

Special Considerations
Penicillin Allergy. The efficacy of alternative nonpenicillin 

regimens in HIV-infected persons has not been well studied. 
Patients with penicillin allergy whose compliance with therapy 
or follow-up cannot be ensured should be desensitized and 
treated with penicillin (see Management of Patients Who 
Have a History of Penicillin Allergy). These therapies should 
be used only in conjunction with close serologic and clinical 
follow-up. Limited clinical studies, along with biologic and 
pharmacologic evidence, suggest that ceftriaxone might be 
effective (229,230). However, the optimal dose and duration 
of ceftriaxone therapy have not been defined.

neurosyphilis Among HIV-Infected Persons

Treatment
HIV-infected patients with neurosyphilis should be treated 

according to the recommendations for HIV-negative patients 
with neurosyphilis (see Neurosyphilis). 

Follow Up
If CSF pleocytosis was present initially, a CSF examina-

tion should be repeated every 6 months until the cell count 
is normal. Follow-up CSF examinations also can be used to 
gauge response after therapy. Limited data suggest that changes 
in CSF parameters might occur more slowly in HIV-infected 
patients, especially those with more advanced immunosup-
pression (219,227). If the cell count has not decreased after 6 
months or if the CSF is not normal after 2 years, retreatment 
should be considered. 

Management of Sex Partners
See General Principles, Management of Sex Partners.

Special Considerations
Penicillin Allergy. HIV-infected, penicillin-allergic 

patients who have neurosyphilis should be managed according 
to the recommendations for penicillin-allergic, HIV-negative 
patients with neurosyphilis. Several small observational studies 
conducted in HIV-infected patients with neurosyphilis sug-
gest that ceftriaxone 1–2 g IV daily for 10-14 days might be 
effective as an alternate agent (218,229,230).
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Syphilis During Pregnancy
All women should be screened serologically for syphilis 

early in pregnancy. Most states mandate screening at the first 
prenatal visit for all women (231); antepartum screening by 
nontreponemal antibody testing is typical, but in some set-
tings, treponemal antibody testing is being used. Pregnant 
women with reactive treponemal screening tests should have 
confirmatory testing with nontreponemal tests with titers. In 
populations in which use of prenatal care is not optimal, RPR 
test screening and treatment (if the RPR test is reactive) should 
be performed at the time that pregnancy is confirmed (232). 
For communities and populations in which the prevalence of 
syphilis is high and for patients at high risk, serologic testing 
should be performed twice during the third trimester (ideally 
at 28–32 weeks’ gestation) and at delivery. Any woman who 
delivers a stillborn infant after 20 weeks’ gestation should be 
tested for syphilis. No infant should leave the hospital without 
the maternal serologic status having been determined at least 
once during pregnancy.

Diagnostic Considerations

Seropositive pregnant women should be considered infected 
unless an adequate treatment history is documented clearly in 
the medical records and sequential serologic antibody titers 
have declined. Serofast low antibody titers might not require 
treatment; however, persistent higher titer antibody tests might 
indicate reinfection, and treatment might be required.

Treatment

Penicillin is effective for preventing maternal transmission 
to the fetus and for treating fetal infection (233). Evidence is 
insufficient to determine optimal, recommended penicillin 
regimens (234).

Recommended Regimen

Pregnant women should be treated with the penicillin regimen 
appropriate for their stage of infection.

other Management Considerations

Some evidence suggests that additional therapy can be 
beneficial for pregnant women in some settings (e.g., a 
second dose of benzathine penicillin 2.4 million units IM 
administered 1 week after the initial dose for women who 
have primary, secondary, or early latent syphilis) (235). When 
syphilis is diagnosed during the second half of pregnancy, 
management should include a sonographic fetal evaluation 
for congenital syphilis, but this evaluation should not delay 
therapy. Sonographic signs of fetal or placental syphilis (i.e., 

hepatomegaly, ascites, hydrops, fetal anemia, or a thickened 
placenta) indicate a greater risk for fetal treatment failure (231); 
such cases should be managed in consultation with obstetric 
specialists. Evidence is insufficient to recommend specific 
regimens for these situations.

Women treated for syphilis during the second half of preg-
nancy are at risk for premature labor and/or fetal distress if the 
treatment precipitates the Jarisch-Herxheimer reaction (236). 
These women should be advised to seek obstetric attention after 
treatment if they notice any fever, contractions, or decrease in 
fetal movements. Stillbirth is a rare complication of treatment, 
but concern for this complication should not delay necessary 
treatment. All patients who have syphilis should be offered 
testing for HIV infection.

Follow-Up

Coordinated prenatal care and treatment are vital. Serologic 
titers should be repeated at 28–32 weeks’ gestation and at 
delivery as recommended for the disease stage. Providers should 
ensure that the clinical and antibody responses are appropriate 
for the patient’s stage of disease, although most women will 
deliver before their serologic response to treatment can be 
assessed definitively. Inadequate maternal treatment is likely 
if delivery occurs within 30 days of therapy, if clinical signs of 
infection are present at delivery, or if the maternal antibody 
titer at delivery is fourfold higher than the pretreatment titer. 
Serologic titers can be checked monthly in women at high risk 
for reinfection or in geographic areas in which the prevalence 
of syphilis is high

Management of Sex Partners

See General Principles, Management of Sex Partners.

Special Considerations

Penicillin Allergy
For treatment of syphilis during pregnancy, no proven 

alternatives to penicillin exist. Pregnant women who have a 
history of penicillin allergy should be desensitized and treated 
with penicillin. Oral step-wise penicillin dose challenge or skin 
testing might be helpful in identifying women at risk for acute 
allergic reactions (see Management of Patients Who Have a 
History of Penicillin Allergy). 

Tetracycline and doxycycline usually are not used during 
pregnancy. Erythromycin and azithromycin should not be 
used, because neither reliably cures maternal infection or treats 
an infected fetus (234). Data are insufficient to recommend 
ceftriaxone for treatment of maternal infection and prevention 
of congenital syphilis.
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HIV Infection
Placental inflammation from congenital infection might 

increase the risk for perinatal transmission of HIV. All HIV-
infected women should be evaluated for syphilis and receive 
treatment as recommended. Data are insufficient to recom-
mend a specific regimen for HIV-infected pregnant women 
(see Syphilis Among HIV-Infected Patients).

Congenital Syphilis
Effective prevention and detection of congenital syphilis 

depends on the identification of syphilis in pregnant women 
and, therefore, on the routine serologic screening of pregnant 
women during the first prenatal visit. In communities and 
populations in which the risk for congenital syphilis is high, 
serologic testing and a sexual history also should be obtained 
at 28 weeks’ gestation and at delivery. Moreover, as part of the 
management of pregnant women who have syphilis, infor-
mation concerning the treatment of sex partners should be 
obtained to assess the risk for reinfection. 

Routine screening of newborn sera or umbilical cord blood 
is not recommended. Serologic testing of the mother’s serum is 
preferred rather than testing of the infant’s serum because the 
serologic tests performed on infant serum can be nonreactive 
if the mother’s serologic test result is of low titer or the mother 
was infected late in pregnancy (see Diagnostic Considerations 
and Use of Serologic Tests). Screening can be performed using 
either a nontreponemal or treponemal test. If either screening 
test is positive, testing must be performed immediately using 
the other complimentary test (i.e., nontreponemal test followed 
by treponemal test or vice-versa). No infant or mother should 
leave the hospital unless maternal serologic status has been 
documented at least once during pregnancy; in communities 
and populations in which the risk for congenital syphilis is 
high, documentation should also occur at delivery.

Evaluation and Treatment of Infants During 
the First Month of Life

The diagnosis of congenital syphilis is complicated by 
the transplacental transfer of maternal nontreponemal and 
treponemal IgG antibodies to the fetus, which can compli-
cate the interpretation of reactive serologic tests for syphilis 
in infants. Therefore, treatment decisions frequently must 
be made on the basis of 1) identification of syphilis in the 
mother; 2) adequacy of maternal treatment; 3) presence of 
clinical, laboratory, or radiographic evidence of syphilis in the 
infant; and 4) comparison of maternal (at delivery) and infant 

nontreponemal serologic titers using the same test conducted 
preferably by the same laboratory.

All infants born to mothers who have reactive nontrepone-
mal and treponemal test results should be evaluated with a 
quantitative nontreponemal serologic test (RPR or VDRL) 
performed on infant serum, because umbilical cord blood can 
become contaminated with maternal blood and yield a false-
positive result. Conducting a treponemal test (i.e., TP-PA, 
FTA-ABS, EIA, or chemiluminescence assay) on a newborn’s 
serum is not necessary. No commercially available immuno-
globulin (IgM) test can be recommended.

All infants born to women who have reactive serologic 
tests for syphilis should be examined thoroughly for evidence 
of congenital syphilis (e.g., nonimmune hydrops, jaundice, 
hepatosplenomegaly, rhinitis, skin rash, and pseudoparalysis 
of an extremity). Pathologic examination of the placenta or 
umbilical cord using specific fluorescent antitreponemal anti-
body staining is suggested. Darkfield microscopic examination 
of suspicious lesions or body fluids (e.g., nasal discharge) also 
should be performed.

The following scenarios describe the evaluation and treat-
ment of infants for congenital syphilis.

Scenario 1

Infants with proven or highly probable disease and
1. an abnormal physical examination that is consistent with 

congenital syphilis;
2. a serum quantitative nontreponemal serologic titer that 

is fourfold higher than the mother’s titer;¶ or
3. a positive darkfield test of body fluid(s).

Recommended Evaluation
•	 CSF	analysis	for	VDRL,	cell	count,	and	protein**
•	 Complete	blood	count	(CBC)	and	differential	and	plate-

let count
•	 Other	tests	as	clinically	indicated	(e.g.,	long-bone	radio-

graphs, chest radiograph, liver-function tests, cranial 
ultrasound, ophthalmologic examination, and auditory 
brain stem response)

 ¶ The absence of a fourfold or greater titer for an infant does not exclude 
congenital syphilis.

 ** CSF test results obtained during the neonatal period can be difficult to 
interpret; normal values differ by gestational age and are higher in preterm 
infants. Values as high as 25 white blood cells (WBCs)/mm3 and/or protein 
of 150 mg/dL might occur among normal neonates; some specialists, however, 
recommend that lower values (i.e., 5 WBCs/mm3 and protein of 40 mg/dL) be 
considered the upper limits of normal. Other causes of elevated values should 
be considered when an infant is being evaluated for congenital syphilis.
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Recommended Regimens

Aqueous crystalline penicillin G 100,000–150,000 units/kg/day, 
administered as 50,000 units/kg/dose IV every 12 hours during the first 
7 days of life and every 8 hours thereafter for a total of 10 days

OR

Procaine penicillin G 50,000 units/kg/dose IM in a single daily dose for 
10 days

If more than 1 day of therapy is missed, the entire course 
should be restarted. Data are insufficient regarding the use of 
other antimicrobial agents (e.g., ampicillin). When possible, 
a full 10-day course of penicillin is preferred, even if ampicil-
lin was initially provided for possible sepsis. The use of agents 
other than penicillin requires close serologic follow-up to assess 
adequacy of therapy. In all other situations, the maternal history 
of infection with T. pallidum and treatment for syphilis must 
be considered when evaluating and treating the infant.

Scenario 2

Infants who have a normal physical examination and a 
serum quantitive nontreponemal serologic titer the same or 
less than fourfold the maternal titer and the

1. mother was not treated, inadequately treated, or has no 
documentation of having received treatment;

2. mother was treated with erythromycin or another non-
penicillin regimen;†† or

3. mother received treatment <4 weeks before delivery.

Recommended Evaluation
•	 CSF	analysis	for	VDRL,	cell	count,	and	protein
•	 CBC,	differential,	and	platelet	count
•	 Long-bone	radiographs
A complete evaluation is not necessary if 10 days of paren-

teral therapy is administered, although such evaluations might 
be useful. For instance, a lumbar puncture might document 
CSF abnormalities that would prompt close follow-up. Other 
tests (e.g., CBC, platelet count, and bone radiographs) can be 
performed to further support a diagnosis of congenital syphilis. 
If a single dose of benzathine penicillin G is used, then the infant 
must be fully evaluated (i.e., by CSF examination, long-bone 
radiographs, and CBC with platelets), the full evaluation must 
be normal, and follow-up must be certain. If any part of the 
infant’s evaluation is abnormal or not performed or if the CSF 
analysis is rendered uninterpretable because of contamination 
with blood, then a 10-day course of penicillin is required.§§

Recommended Regimens

Aqueous crystalline penicillin G 100,000–150,000 units/kg/day, 
administered as 50,000 units/kg/dose IV every 12 hours during the first 
7 days of life and every 8 hours thereafter for a total of 10 days

OR

Procaine penicillin G 50,000 units/kg/dose IM in a single daily dose for 
10 days

OR

Benzathine penicillin G 50,000 units/kg/dose IM in a single dose

If the mother has untreated early syphilis at delivery, 10 
days of parenteral therapy can be considered. 

Scenario 3

Infants who have a normal physical examination and a 
serum quantitative nontreponemal serologic titer the same or 
less than fourfold the maternal titer and the

1. mother was treated during pregnancy, treatment was 
appropriate for the stage of infection, and treatment was 
administered >4 weeks before delivery and

2. mother has no evidence of reinfection or relapse.

Recommended Evaluation
No evaluation is required.

Recommended Regimen

Benzathine penicillin G 50,000 units/kg/dose IM in a single dose*

* Another approach involves not treating the infant, but rather provid-
ing close serologic follow-up in those whose mother’s nontreponemal 
titers decreased fourfold after appropriate therapy for early syphilis or 
remained stable or low for late syphilis.

Scenario 4

Infants who have a normal physical examination and a 
serum quantitative nontreponemal serologic titer the same or 
less than fourfold the maternal titer and the

1. mother’s treatment was adequate before pregnancy and
2. mother’s nontreponemal serologic titer remained low 

and stable before and during pregnancy and at delivery 
(VDRL <1:2; RPR <1:4).

Recommended Evaluation
No evaluation is required.

Recommended Regimen

No treatment is required; however, benzathine penicillin G 50,000 
units/kg as a single IM injection might be considered, particularly if 
follow-up is uncertain.

 †† A woman treated with a regimen other than those recommended in these 
guidelines for treatment should be considered untreated.

 §§ If the infant’s nontreponemal test is nonreactive and the provider determines 
that the mother’s risk for untreated syphilis is low, treatment of the infant 
(single IM dose of benzathine penicillin G 50,000 units/kg for possible 
incubating syphilis) without an evaluation can be considered.  
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Evaluation and Treatment of older Infants 
and Children

Older infants and children aged ≥1 month who are identi-
fied as having reactive serologic tests for syphilis should have 
maternal serology and records reviewed to assess whether 
they have congenital or acquired syphilis (see Primary and 
Secondary Syphilis and Latent Syphilis, Sexual Assault or Abuse 
of Children). Any child at risk for congenital syphilis should 
receive a full evaluation and testing for HIV infection.

Recommended Evaluation

•	 CSF	analysis	for	VDRL,	cell	count,	and	protein
•	 CBC,	differential,	and	platelet	count
•	 Other	tests	as	clinically	indicated	(e.g.,	long-bone	radio-

graphs, chest radiograph, liver function tests, abdominal 
ultrasound, ophthalmologic examination, and auditory 
brain stem response)

Recommended Regimen

Aqueous crystalline penicillin G 200,000–300,000 units/kg/day IV, 
administered as 50,000 units/kg every 4–6 hours for 10 days

If the child has no clinical manifestations of disease, the 
CSF examination is normal, and the CSF VDRL test result is 
negative, treatment with up to 3 weekly doses of benzathine 
penicillin G, 50,000 U/kg IM can be considered.

Any child who is suspected of having congenital syphilis 
or who has neurologic involvement should be treated with 
aqueous penicillin G. A single dose of benzathine penicillin 
G, 50,000 units/kg IM after the 10-day course of IV aque-
ous penicillin can be considered. This treatment also would 
be adequate for children who might have other treponemal 
infections.

Follow-Up

All seroreactive infants (or infants whose mothers were 
seroreactive at delivery) should receive careful follow-up 
examinations and serologic testing (i.e., a nontreponemal test) 
every 2–3 months until the test becomes nonreactive or the 
titer has decreased fourfold. Nontreponemal antibody titers 
should decline by age 3 months and should be nonreactive 
by age 6 months if the infant is not infected (i.e., if the reac-
tive test result was caused by passive transfer of maternal IgG 
antibody) or was infected but adequately treated. The serologic 
response after therapy might be slower for infants treated after 
the neonatal period. If these titers are stable or increase after 
age 6–12 months, the child should be evaluated (e.g., given 
a CSF examination) and treated with a 10-day course of par-
enteral penicillin G.

Treponemal tests should not be used to evaluate treatment 
response, because the results for an infected child can remain 
positive despite effective therapy. Passively transferred maternal 
treponemal antibodies can be present in an infant until age 
15 months; therefore, a reactive treponemal test after age 18 
months is diagnostic of congenital syphilis. If the nontrepone-
mal test is nonreactive at this time, no further evaluation or 
treatment is necessary. If the nontreponemal test is reactive at 
age 18 months, the infant should be fully (re)evaluated and 
treated for congenital syphilis.

Infants whose initial CSF evaluations are abnormal should 
undergo a repeat lumbar puncture approximately every 6 
months until the results are normal. A reactive CSF VDRL 
test or abnormal CSF indices that cannot be attributed 
to other ongoing illness requires retreatment for possible 
neurosyphilis.

Follow-up of children treated for congenital syphilis after 
the newborn period should be conducted as recommended 
for neonates.

Special Considerations

Penicillin Allergy
Infants and children who require treatment for syphilis 

but who have a history of penicillin allergy or develop an 
allergic reaction presumed secondary to penicillin should be 
desensitized, if necessary, and then treated with penicillin (see 
Management of Patients With a History of Penicillin Allergy). 
Data are insufficient regarding the use of other antimicrobial 
agents (e.g., ceftriaxone); if a nonpenicillin agent is used, close 
serologic and CSF follow-up are indicated.

Penicillin Shortage
During periods when the availability of penicillin is com-

promised, the following is recommended (see http://www.cdc.
gov/std/treatment/misc/penicillinG.htm).

1. For infants with clinical evidence of congenital syphilis 
(Scenario 1), check local sources for aqueous crystalline 
penicillin G (potassium or sodium). If IV penicillin G is 
limited, substitute some or all daily doses with procaine 
penicillin G (50,000 U/kg/dose IM a day in a single daily 
dose for 10 days).

If aqueous or procaine penicillin G is not available, ceftriax-
one (in doses appropriate for age and weight) can be considered 
with careful clinical and serologic follow-up. Ceftriaxone must 
be used with caution in infants with jaundice. For infants aged 
≥30 days, use 75 mg/kg IV/IM a day in a single daily dose 
for 10–14 days; however, dose adjustment might be necessary 
based on current weight. For older infants, the dose should be 
100 mg/kg a day in a single daily dose. Evidence is insufficient 

http://www.cdc.gov/std/Treatment/misc/penicillinG.htm
http://www.cdc.gov/std/Treatment/misc/penicillinG.htm
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to support the use of ceftriaxone for the treatment of congenital 
syphilis. Therefore, ceftriaxone should be used in consultation 
with a specialist in the treatment of infants with congenital 
syphilis. Management may include a repeat CSF examination 
at age 6 months if the initial examination was abnormal.

2. For infants without any clinical evidence of infection 
(Scenario 2 and Scenario 3), use
a. procaine penicillin G, 50,000 U/kg/dose IM a day in 

a single dose for 10 days;
 or

b. benzathine penicillin G, 50,000 U/kg IM as a single 
dose.

If any part of the evaluation for congenital syphilis 
is abnormal, CSF examination is not interpretable, CSF 
examination was not performed, or follow-up is uncertain, 
procaine penicillin G is recommended. A single dose of 
ceftriaxone is inadequate therapy.

3. For premature infants who have no other clinical evidence 
of infection (Scenario 2 and Scenario 3) and might not 
tolerate IM injections because of decreased muscle mass, 
IV ceftriaxone can be considered with careful clinical and 
serologic follow-up (see Penicillin Shortage, Number 1). 
Ceftriaxone dosing must be adjusted according to age and 
birth weight.

HIV Infection
Evidence is insufficient to determine whether infants who 

have congenital syphilis and whose mothers are coinfected 
with HIV require different evaluation, therapy, or follow-up 
for syphilis than is recommended for all infants.

Management of Persons Who 
Have a History of Penicillin Allergy

No proven alternatives to penicillin are available for treating 
neurosyphilis, congenital syphilis, or syphilis in pregnant women. 
Penicillin also is recommended for use, whenever possible, in 
HIV-infected patients. Of the adult U.S. population, 3%–10% 
have experienced an immunoglobulin E (IgE)-mediated allergic 
response to penicillin (238,239), such as urticaria, angioedema, 
or anaphylaxis (i.e., upper airway obstruction, bronchospasm, 
or hypotension). Readministration of penicillin to these patients 
can cause severe, immediate reactions. Because anaphylactic 
reactions to penicillin can be fatal, every effort should be made 
to avoid administering penicillin to penicillin-allergic patients, 
unless they undergo acute desensitization to eliminate anaphy-
lactic sensitivity.

Although an estimated 10% of persons who report a his-
tory of severe allergic reactions to penicillin continue to remain 

allergic their entire lives, with the passage of time, most persons 
who have had a severe reaction to penicillin stop expressing pen-
icillin-specific IgE (238,239). These persons can then be treated 
safely with penicillin. Penicillin skin testing with the major and 
minor determinants of penicillin can reliably identify persons 
at high risk for penicillin reactions (238,239). Although these 
reagents are easily generated and have been available for more 
than 30 years, only benzylpenicilloyl poly-L-lysine (Pre-Pen [i.e., 
the major determinant]) and penicillin G have been available 
commercially. These two tests identify an estimated 90%–97% 
of the currently allergic patients. However, because skin testing 
without the minor determinants would still miss 3%–10% of 
allergic patients and because serious or fatal reactions can occur 
among these minor-determinant–positive patients, caution 
should be exercised when the full battery of skin-test reagents 
is not available (Box 2). Manufacturers are working to ensure 
better availability of the Pre-Pen skin test reagent as well as an 
accompanying minor determinant mixture.

Recommendations
If the full battery of skin-test reagents is available, including 

both major and minor determinants (see Penicillin Allergy Skin 
Testing), patients who report a history of penicillin reaction 
and who are skin-test negative can receive conventional penicil-
lin therapy. Skin-test–positive patients should be desensitized 
before initiating treatment. 

If the full battery of skin-test reagents, including the minor 
determinants, is not available, the patient should be skin tested 
using benzylpenicilloyl poly-L-lysine (i.e., the major determi-
nant) and penicillin G. Patients who have positive test results 
should be desensitized. One approach suggests that persons 
with a history of allergy who have negative test results should 
be regarded as possibly allergic and desensitized. Another 
approach in those with negative skin-test results involves test-
dosing gradually with oral penicillin in a monitored setting in 
which treatment for anaphylactic reaction can be provided.

If the major determinant (Pre-Pen) is not available for skin 
testing, all patients with a history suggesting IgE-mediated 
reactions to penicillin (e.g., anaphylaxis, angioedema, bron-
chospasm, or urticaria) should be desensitized in a hospital 
setting. In patients with reactions not likely to be IgE-mediated, 
outpatient-monitored test doses can be considered.

Penicillin Allergy Skin Testing
Patients at high risk for anaphylaxis, including those who 

1) have a history of penicillin-related anaphylaxis, asthma, or 
other diseases that would make anaphylaxis more dangerous 
or 2) are being treated with beta-adrenergic blocking agents, 
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should be tested with 100-fold dilutions of the full-strength 
skin-test reagents before being tested with full-strength 
reagents. In these situations, patients should be tested in a 
monitored setting in which treatment for an anaphylactic 
reaction is available. If possible, the patient should not have 
taken antihistamines recently (e.g., chlorpheniramine maleate 
or fexafenadine during the preceding 24 hours, diphenhy-
dramine HCl during the preceding 4 days, or hydroxyzine or 
phenathiazines during the preceding 3 weeks).

Procedures
Dilute the antigens either 100-fold for preliminary testing 

(if the patient has had a life-threatening reaction to penicillin) 
or 10-fold (if the patient has had another type of immediate, 
generalized reaction to penicillin within the preceding year).

Epicutaneous (Prick) Tests
Duplicate drops of skin-test reagent are placed on the volar 

surface of the forearm. The underlying epidermis is pierced with 
a 26-gauge needle without drawing blood. An epicutaneous 
test is positive if the average wheal diameter after 15 minutes 
is ≥4 mm larger than that of negative controls; otherwise, the 
test is negative. The histamine controls should be positive to 
ensure that results are not falsely negative because of the effect 
of antihistaminic drugs.

Intradermal Test
If epicutaneous tests are negative, duplicate 0.02-mL 

intradermal injections of negative control and antigen solu-
tions are made into the volar surface of the forearm by using 
a 26- or 27-gauge needle on a syringe. The margins of the 
wheals induced by the injections should be marked with a ball 
point pen. An intradermal test is positive if the average wheal 
diameter 15 minutes after injection is >2 mm larger than the 
initial wheal size and also is >2 mm larger than the negative 
controls. Otherwise, the tests are negative.

Desensitization
Patients who have a positive skin test to one of the penicillin 

determinants can be desensitized (Table 1). This is a straight-
forward, relatively safe procedure that can be performed orally 
or IV. Although the two approaches have not been compared, 
oral desensitization is regarded as safer and easier to perform. 
Patients should be desensitized in a hospital setting because seri-
ous IgE-mediated allergic reactions can occur. Desensitization 
usually can be completed in approximately 4–12 hours, after 
which time the first dose of penicillin is administered. After 
desensitization, patients must be maintained on penicillin 
continuously for the duration of the course of therapy.

Diseases Characterized by 
Urethritis and Cervicitis

Urethritis 
Urethritis, as characterized by urethral inflammation, can 

result from infectious and noninfectious conditions. Symptoms, 
if present, include discharge of mucopurulent or purulent 
material, dysuria, or urethral pruritis. Asymptomatic infections 
are common. Although N. gonorrhoeae and C. trachomatis 
are well established as clinically important infectious causes 
of urethritis, Mycoplasma genitalium has also been associated 
with urethritis (240–243). If clinic-based diagnostic tools (e.g., 
Gram-stain microscopy, first void urine with microscopy, and 
leukocyte esterase) are not available, patients should be treated 
with drug regimens effective against both gonorrhea and 
chlamydia. Further testing to determine the specific etiology 
is recommended because both chlamydia and gonorrhea are 
reportable to health departments and a specific diagnosis might 
improve partner notification and treatment. Culture, nucleic 
acid hybridization tests, and NAATs are available for the detec-
tion of both N. gonorrhoeae and C. trachomatis. Culture and 
hybridization tests require urethral swab specimens, whereas 
NAATs can be performed on urine specimens. Because of their 

Box 2. Skin-test reagents for identifying persons at risk for adverse 
reactions to penicillin*

Major Determinant
•	 Benzylpenicilloyl	poly-L-lysine	(PrePen)	(AllerQuest,	

Plainville Connecticut) (6 x 10-5M).
Minor Determinant Precursors†

•	 Benzylpenicillin	G	(10-2M,	3.3	mg/mL,	10,000	
units/mL)

•	 Benzylpenicilloate	(10-2M,	3.3	mg/mL)
•	 Benzylpenicilloate	 (or	 penicilloyl	 propylamine)	

(10-2M, 3.3 mg/mL)
Positive Control

•	 Commercial	histamine	for	intradermal	skin	testing	
(1.0 mg/mL)

Negative Control
•	 Diluent	(usually	saline)	or	allergen	diluent 

* Adapted from Saxon A, Beall GN, Rohr AS, Adelman DC. Immediate 
hypersensitivity reactions to beta-lactam antibiotics. Ann Intern Med 
1987;107:204–15. Reprinted with permission from G.N. Beall and 
Annals of Internal Medicine.

† Aged penicillin is not an adequate source of minor determinants. 
Penicillin G should be freshly prepared or should come from a fresh-
frozen source.
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higher sensitivity, NAATs are preferred for the detection of C. 
trachomatis (197).

Etiology 
Several organisms can cause infectious urethritis. The pres-

ence of Gram-negative intracellular diplococci (GNID) on 
urethral smear is indicative of gonorrhea infection, which is fre-
quently accompanied by chlamydial infection. Nongonoccocal 
urethritis (NGU), which is diagnosed when examination 
findings or microscopy indicate inflammation without GNID, 
is caused by C. trachomatis in 15%–40% of cases; however, 
prevalence varies by age group, with a lower burden of disease 
occurring among older men (244). Complications of NGU 
among males infected with C. trachomatis include epididymitis 
and Reiter’s syndrome. Documentation of chlamydial infection 
is essential because of the need for partner referral for evalua-
tion and treatment. 

In most cases of nonchlamydial NGU, no pathogen can be 
detected. M. genitalium, which appears to be sexually trans-
mitted, is associated with both symptoms of urethritis and 
urethral inflammation and accounts for 15%–25% of NGU 
cases in the United States (240–243). T. vaginalis, HSV, and 
adenovirus also can cause NGU, but data supporting other 
Mycoplasma species and Ureaplasma as etiologic agents are 
inconsistent (244–247). Diagnostic and treatment procedures 
for these organisms are reserved for situations in which these 
infections are suspected (e.g., contact with trichomoniasis, 
genital lesions, or severe dysuria and meatitis, which might 
suggest genital herpes) or when NGU is not responsive to 
therapy. Enteric bacteria have been identified as an uncom-
mon cause of NGU and might be associated with insertive 
anal intercourse (244). 

Confirmed Urethritis 
Clinicians should attempt to obtain objective evidence of 

urethral inflammation. However, if clinic-based diagnostic 
tools (e.g., Gram-stain microscopy) are not available, patients 
should be treated with drug regimens effective against both 
gonorrhea and chlamydia. 

Urethritis can be documented on the basis of any of the 
following signs or laboratory tests: 

•	 Mucopurulent	or	purulent	discharge	on	examination.	
•	 Gram	stain	of	urethral	secretions	demonstrating	≥5	WBC	

per oil immersion field. The Gram stain is the preferred 
rapid diagnostic test for evaluating urethritis and is highly 
sensitive and specific for documenting both urethritis 
and the presence or absence of gonococcal infection. 
Gonococcal infection is established by documenting the 
presence of WBC containing GNID. 

•	 Positive	 leukocyte	 esterase	 test	 on	 first-void	 urine	 or	
microscopic examination of first-void urine sediment 
demonstrating ≥10 WBC per high-power field. 

If none of these criteria are present, testing for N. gonorrhoeae 
and C. trachomatis using NAATs might identify additional 
infections (248). If the results demonstrate infection with either 
of these pathogens, the appropriate treatment should be given 
and sex partners referred for evaluation and treatment. If none 
of these criteria are present, empiric treatment of symptomatic 
males is recommended only for men at high risk for infection 
who are unlikely to return for a follow-up evaluation. Such 
patients should be treated with drug regimens effective against 
gonorrhea and chlamydia. Partners of patients treated empiri-
cally should be evaluated and treated, if indicated. 

nongonococcal Urethritis 
Diagnosis 

All patients who have confirmed or suspected urethritis 
should be tested for gonorrhea and chlamydia. Testing for 
chlamydia is strongly recommended because of the increased 
utility and availability of highly sensitive and specific testing 
methods (e.g., NAATs) and because a specific diagnosis might 
enhance partner notification and improve compliance with 
treatment, especially in the exposed partner. 

TABLE 1. Oral desensitization protocol for patients with a positive 
skin test*

Penicillin V 
suspension dose†

Amount§ 
(units/mL) mL Units

Cumulative 
dose (units)

1 1,000 0.1 100 100
2 1,000 0.2 200 300
3 1,000 0.4 400 700
4 1,000 0.8 800 1,500
5 1,000 1.6 1,600 3,100
6 1,000 3.2 3,200 6,300
7 1,000 6.4 6,400 12,700
8 10,000 1.2 12,000 24,700
9 10,000 2.4 24,000 48,700

10 10,000 4.8 48,000 96,700
11 80,000 1.0 80,000 176,700
12 80,000 2.0 160,000 336,700
13 80,000 4.0 320,000 656,700
14 80,000 8.0 640,000 1,296,700

Note: Observation period was 30 minutes before parenteral administration 
of penicillin.
* Reprinted with permission from the New England Journal of Medicine 

(Wendel GO, Jr, Stark BJ, Jamison RB, Melina RD, Sullivan TJ. Penicillin allergy 
and desensitization in serious infections during pregnancy. N Engl J Med 
1985;312:1229–32.).

† Interval between doses, 15–30 minutes; elapsed time, 4–8 hours; cumulative 
dose, 1.3 million units.

§ The specific amount of drug was diluted in approximately 30 mL of water and 
then administered orally. 
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Treatment 
Treatment should be initiated as soon as possible after diag-

nosis. Azithromycin and doxycycline are highly effective for 
chlamydial urethritis; however, infections with M. genitalium 
respond better to azithromycin (249,250). Single-dose regi-
mens have the advantage of improved compliance and directly 
observed treatment. To maximize compliance with recom-
mended therapies, medications should be dispensed on-site in 
the clinic, and the first dose should be directly observed.

Recommended Regimens

Azithromycin 1 g orally in a single dose

OR

Doxycycline 100 mg orally twice a day for 7 days

Alternative Regimens

Erythromycin base 500 mg orally four times a day for 7 days

OR

Erythromycin ethylsuccinate 800 mg orally four times a day for 7 days

OR

Levofloxacin 500 mg orally once daily for 7 days

OR

Ofloxacin 300 mg orally twice a day for 7 days

To minimize transmission, men treated for NGU should 
be instructed to abstain from sexual intercourse for 7 days after 
single-dose therapy or until completion of a 7-day regimen, 
provided their symptoms have resolved. To minimize the risk 
for reinfection, men should be instructed to abstain from sexual 
intercourse until all of their sex partners are treated. 

Persons who have been diagnosed with a new STD should 
receive testing for other infections, including syphilis and 
HIV. 

Follow-Up 
Patients should be instructed to return for evaluation if symp-

toms persist or recur after completion of therapy. Symptoms 
alone, without documentation of signs or laboratory evidence of 
urethral inflammation, are not a sufficient basis for retreatment. 
Providers should be alert to the possibility of chronic prostatitis/
chronic pelvic pain syndrome in male patients experiencing 
persistent pain (perineal, penile, or pelvic), discomfort, irritative 
voiding symptoms, pain during or after ejaculation, or new-onset 
premature ejaculation lasting for >3 months. 

Unless a patient’s symptoms persist or therapeutic noncom-
pliance or reinfection is suspected by the provider, a test-of-
cure (i.e., repeat testing 3–4 weeks after completing therapy) 
is not recommended for persons with documented chlamydia 

or gonococcal infections who have received treatment with 
recommended or alterative regimens. However, because men 
with documented chlamydial or gonococcal infections have 
a high rate of reinfection within 6 months after treatment 
(251,252), repeat testing of all men diagnosed with chlamydia 
or gonorrhea is recommended 3–6 months after treatment, 
regardless of whether patients believe that their sex partners 
were treated (251). 

Partner Referral 
A specific diagnosis might facilitate partner referral. 

Therefore, testing for gonorrhea and chlamydia is encouraged. 
Because a substantial proportion of female partners of males 
with nonchlamydial NGU are infected with chlamydia, partner 
management is recommended for males with NGU regardless 
of whether a specific etiology is identified. All sex partners 
within the preceding 60 days should be referred for evaluation, 
testing, and empiric treatment with a drug regimen effective 
against chlamydia. Expedited partner treatment and patient 
referral are alternative approaches to treating partners (71). 

Recurrent and Persistent Urethritis 
Objective signs of urethritis should be present before the 

initiation of antimicrobial therapy. In persons who have per-
sistent symptoms after treatment without objective signs of 
urethritis, the value of extending the duration of antimicrobials 
has not been demonstrated. Persons who have persistent or 
recurrent urethritis can be retreated with the initial regimen 
if they did not comply with the treatment regimen or if they 
were reexposed to an untreated sex partner. Persistent urethritis 
after doxycycline treatment might be caused by doxycycline-
resistant U. urealyticum or M. genitalium. T. vaginalis is also 
known to cause urethritis in men; a urethral swab, first void 
urine, or semen for culture or a NAAT (PCR or TMA) on a 
urethral swab or urine can be performed. If compliant with 
the initial regimen and re-exposure can be excluded, the fol-
lowing regimen is recommended while awaiting the results of 
the diagnostic tests. 

Recommended Regimens

Metronidazole 2 g orally in a single dose

OR

Tinidazole 2 g orally in a single dose

PLUS

Azithromycin 1 g orally in a single dose (if not used for initial episode)

Studies involving a limited number of patients who 
experienced NGU treatment failures have demonstrated that 
Moxifloxacin 400 mg orally once daily for 7 days is highly 
effective against M. genitalium (253,254). Men with a low 
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probability of T. vaginalis (e.g., MSM) are unlikely to benefit 
from the addition of metronidazole or tinidazole. 

Urologic examinations usually do not reveal a specific etiol-
ogy for urethritis. A four-glass Meares-Stamey lower-urinary-
tract localization procedure (or four-glass test) might be helpful 
in localizing pathogens to the prostate (255). A substantial pro-
portion of men with chronic nonbacterial prostatitis/chronic 
pelvic pain syndrome have evidence of urethral inflammation 
without any identifiable microbial pathogens. Estimates vary 
considerably depending on the source and sensitivity of the 
assay, but one study demonstrated that in 50% of men with 
this syndrome, ≥5 WBCs per high-power field were detected 
in expressed prostatic secretions (256). Referral to a urologist 
should be considered for men who experience pain for more 
than 3 months within a 6-month period.

If men require treatment with a new antibiotic regimen 
for persistent urethritis and a sexually transmitted agent is 
the suspected cause, all partners in the past 60 days before the 
initial diagnosis and any interim partners should be referred 
for evaluation and appropriate treatment. 

Special Considerations 

HIV Infection 

Gonococcal urethritis, chlamydial urethritis, and non-
gonococcal, nonchlamydial urethritis might facilitate HIV 
transmission. Patients who have NGU and also are infected 
with HIV should receive the same treatment regimen as those 
who are HIV negative. 

Cervicitis
Two major diagnostic signs characterize cervicitis: 1) a 

purulent or mucopurulent endocervical exudate visible in 
the endocervical canal or on an endocervical swab specimen 
(commonly referred to as mucopurulent cervicitis or cervicitis) 
and 2) sustained endocervical bleeding easily induced by gentle 
passage of a cotton swab through the cervical os. Either or both 
signs might be present. Cervicitis frequently is asymptomatic, 
but some women complain of an abnormal vaginal discharge 
and intermenstrual vaginal bleeding (e.g., after sexual inter-
course). A finding of leukorrhea (>10 WBC per high-power 
field on microscopic examination of vaginal fluid) has been 
associated with chlamydial and gonococcal infection of the 
cervix. In the absence of inflammatory vaginitis, leukorrhea 
might be a sensitive indicator of cervical inflammation with 
a high negative predictive value (257,258). Although some 
specialists consider an increased number of polymorphonuclear 
leukocytes on endocervical Gram stain as being useful in the 
diagnosis of cervicitis, this criterion has not been standardized. 
In addition, it has a low positive-predictive value (PPV) for 

infection with C. trachomatis and N. gonorrhoeae and is not 
available in most clinical settings. Finally, although the presence 
of GNID on Gram stain of endocervical fluid is specific for the 
diagnosis of gonococcal cervical infection, it is not a sensitive 
indicator, because it is observed in only 50% of women with 
this infection.

Etiology
When an etiologic organism is isolated in the presence 

of cervicitis, it is typically C. trachomatis or N. gonorrhoeae. 
Cervicitis also can accompany trichomoniasis and genital 
herpes (especially primary HSV-2 infection). However, in most 
cases of cervicitis, no organism is isolated, especially in women 
at relatively low risk for recent acquisition of these STDs (e.g., 
women aged >30 years). Limited data indicate that infection 
with M. genitalium and BV and frequent douching might cause 
cervicitis (259–263). For reasons that are unclear, cervicitis 
can persist despite repeated courses of antimicrobial therapy. 
Because most persistent cases of cervicitis are not caused by 
relapse or reinfection with C. trachomatis or N. gonorrhoeae, 
other factors (e.g., persistent abnormality of vaginal flora, 
douching [or exposure to other types of chemical irritants], 
or idiopathic inflammation in the zone of ectopy) might be 
involved.

Diagnosis
Because cervicitis might be a sign of upper-genital–tract 

infection (endometritis), women who seek medical treatment 
for a new episode of cervicitis should be assessed for signs of PID 
and should be tested for C. trachomatis and for N. gonorrhoeae 
with the most sensitive and specific test available. Women 
with cervicitis also should be evaluated for the presence of 
BV and trichomoniasis, and if these organisms are detected, 
they should be treated. Because the sensitivity of microscopy 
to detect T. vaginalis is relatively low (approximately 50%), 
symptomatic women with cervicitis and negative microscopy 
for trichomonads should receive further testing (i.e., culture 
or other FDA-cleared method). Although HSV-2 infection 
has been associated with cervicitis, the utility of specific testing 
(i.e., culture or serologic testing) for HSV-2 in this setting is 
unknown. Standardized diagnostic tests for M. genitalium are 
not commercially available.

As discussed, NAAT should be used for diagnosing 
C. trachomatis and N. gonorrhoeae in women with cervicitis; 
this testing can be performed on either vaginal, cervical, or 
urine samples (197). A finding of >10 WBC in vaginal fluid, 
in the absence of trichomoniasis, might indicate endocervi-
cal inflammation caused specifically by C. trachomatis or 
N. gonorrhoeae (264,265).
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Treatment
Several factors should affect the decision to provide 

presumptive therapy for cervicitis or to await the results of 
diagnostic tests. Treatment with antibiotics for C. trachomatis 
should be provided for those women at increased risk for this 
common STD (e.g., those aged ≤25 years, those with new or 
multiple sex partners, and those who engage in unprotected 
sex), especially if follow-up cannot be ensured and if a relatively 
insensitive diagnostic test is used in place of NAAT. Concurrent 
therapy for N. gonorrhoeae is indicated if the prevalence of this 
infection is >5% (those in younger age groups and those living 
in certain facilities).

Trichomoniasis and BV should also be treated if detected. 
For women in whom any component of (or all) presumptive 
therapy is deferred, the results of sensitive tests for C. tracho-
matis and N. gonorrhoeae (e.g., NAATs) should determine the 
need for treatment subsequent to the initial evaluation.

Recommended Regimens for Presumptive Treatment*

Azithromycin 1 g orally in a single dose

OR

Doxycycline 100 mg orally twice a day for 7 days

* Consider concurrent treatment for gonococcal infection if prevalence of 
gonorrhea is high in the patient population under assessment.

Recurrent and Persistent Cervicitis
Women with persistent cervicitis should be reevaluated for 

possible reexposure to an STD. If relapse and/or reinfection 
with a specific STD has been excluded, BV is not present, and 
sex partners have been evaluated and treated, management 
options for persistent cervicitis are undefined; in addition, 
the utility of repeated or prolonged administration of anti-
biotic therapy for persistent symptomatic cervicitis remains 
unknown. Women who receive such therapy should return 
after treatment so that a determination can be made regard-
ing whether cervicitis has resolved. Research is needed on the 
etiology of persistent cervicitis including the potential role of 
M. genitalium (266). In women with persistent symptoms that 
are clearly attributable to cervicitis, referral to a gynecologic 
specialist can be considered. 

Follow-Up 
Follow-up should be conducted as recommended for the 

infections for which a woman is treated. If symptoms persist, 
women should be instructed to return for re-evaluation because 
women with documented chlamydial or gonococcal infections 
have a high rate of reinfection within 6 months after treatment. 
Therefore, repeat testing of all women with chlamydia or 

gonorrhea is recommended 3-6 months after treatment, 
regardless of whether their sex partners were treated (267).

Management of Sex Partners
Management of sex partners of women treated for cer-

vicitis should be appropriate for the identified or suspected 
STD. Partners should be notified and examined if chlamydia, 
gonorrhea, or trichomoniasis was identified or suspected in 
the index patient; these partners should then be treated for 
the STDs for which the index patient received treatment. To 
avoid reinfection, patients and their sex partners should abstain 
from sexual intercourse until therapy is completed (i.e., 7 days 
after a single-dose regimen or after completion of a 7-day regi-
men). Expedited partner treatment and patient referral (see 
Partner Management) are alternative approaches to treating 
male partners of women that have chlamydia or gonococcal 
infections (68,69,71).

Special Considerations

HIV Infection

Patients who have cervicitis and also are infected with HIV 
should receive the same treatment regimen as those who are 
HIV negative. Treatment of cervicitis in HIV-infected women 
is vital because cervicitis increases cervical HIV shedding. 
Treatment of cervicitis in HIV-infected women reduces HIV 
shedding from the cervix and might reduce HIV transmission 
to susceptible sex partners (268–270).

Chlamydial Infections
Chlamydial Infections in Adolescents 
and Adults

Chlamydial genital infection is the most frequently reported 
infectious disease in the United States, and prevalence is high-
est in persons aged ≤25 years (93). Several important sequelae 
can result from C. trachomatis infection in women, the most 
serious of which include PID, ectopic pregnancy, and infertil-
ity. Some women who have uncomplicated cervical infection 
already have subclinical upper-reproductive–tract infection 
upon diagnosis.

Asymptomatic infection is common among both men and 
women. To detect chlamydial infections, health-care provid-
ers frequently rely on screening tests. Annual screening of all 
sexually active women aged ≤25 years is recommended, as is 
screening of older women with risk factors (e.g., those who 
have a new sex partner or multiple sex partners). In June 2007, 
USPSTF reviewed and updated their chlamydia screening 
guidance and found that the epidemiology of chlamydial 
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infection in the United States had not changed since the last 
review (81,271). In issuing recommendations, USPSTF made 
the decision to alter the age groups used to demonstrate disease 
incidence (i.e., from persons aged ≤25 years to those aged ≤24 
years). CDC has not changed its age cutoff, and thus continues 
to recommend annual chlamydia screening of sexually active 
women aged ≤25 years. 

Screening programs have been demonstrated to reduce 
both the prevalence of C. trachomatis infection and rates of 
PID in women (272,273). Although evidence is insufficient 
to recommend routine screening for C. trachomatis in sexu-
ally active young men because of several factors (including 
feasibility, efficacy, and cost-effectiveness) (94), the screening 
of sexually active young men should be considered in clinical 
settings with a high prevalence of chlamydia (e.g., adoles-
cent clinics, correctional facilities, and STD clinics). Among 
women, the primary focus of chlamydia screening efforts 
should be to detect chlamydia and prevent complications, 
whereas targeted chlamydia screening in men should only be 
considered when resources permit and do not hinder chlamydia 
screening efforts in women (274 275). An appropriate sexual 
risk assessment should be conducted for all persons and might 
indicate more frequent screening for some women or certain 
men (see MSM).

Diagnostic Considerations
C. trachomatis urogenital infection in women can be 

diagnosed by testing urine or by collecting swab specimens 
from the endocervix or vagina. Diagnosis of C. trachomatis 
urethral infection in men can be made by testing a urethral 
swab or urine specimen. Rectal C. trachomatis infections 
in persons that engage in receptive anal intercourse can 
be diagnosed by testing a rectal swab specimen. NAATs, 
cell culture, direct immunofluorescence, EIA, and nucleic 
acid hybridization tests are available for the detection of 
C. trachomatis on endocervical specimens and urethral swab 
specimens from men (197). NAATs are the most sensitive tests 
for these specimens and are FDA-cleared for use with urine. 
Some NAATs are cleared for use with vaginal swab specimens, 
which can be collected by a provider or self-collected by a 
patient. Self-collected vaginal swab specimens perform at 
least as well as with other approved specimens using NAATs 
(276,277), and women find this screening strategy highly 
acceptable. Rectal and oropharyngeal C. trachomatis infection 
in persons engaging in receptive anal or oral intercourse can 
be diagnosed by testing at the anatomic site of exposure. Most 
tests, including NAAT and nucleic acid hybridization tests, are 
not FDA-cleared for use with rectal or oropharyngeal swab 
specimens, and chlamydia culture is not widely available for 
this purpose. However, NAATs have demonstrated improved 

sensitivity and specificity compared with culture for the 
detection of C. trachomatis at rectal sites (278–280) and at 
oropharyngeal sites among men (278–281). Some laboratories 
have met CLIA requirements and have validated NAAT testing 
on rectal swab specimens for C. trachomatis. Recent evidence 
suggests that the liquid-based cytology specimens collected for 
Pap smears might be acceptable specimens for NAAT testing, 
although test sensitivity using these specimens might be lower 
than those resulting from the use of cervical swab specimens 
(282); regardless, certain NAATs have been FDA-cleared for 
use on liquid-based cytology specimens. Persons who undergo 
testing and are diagnosed with chlamydia should be tested for 
other STDs.

Treatment
Treating infected patients prevents sexual transmission of 

the disease, and treating all sex partners of those testing positive 
for chlamydia can prevent reinfection of the index patient and 
infection of other partners. Treating pregnant women usually 
prevents transmission of C. trachomatis to infants during birth. 
Chlamydia treatment should be provided promptly for all per-
sons testing positive for infection; delays in receiving chlamydia 
treatment have been associated with complications (e.g., PID) 
in a limited proportion of chlamydia-infected subjects (283). 
Coinfection with C. trachomatis frequently occurs among 
patients who have gonococcal infection; therefore, presump-
tive treatment of such patients for chlamydia is appropriate 
(see Gonococcal Infection, Dual Therapy for Gonococcal and 
Chlamydial Infections). The following recommended treat-
ment regimens and alternative regimens cure infection and 
usually relieve symptoms.

Recommended Regimens

Azithromycin 1 g orally in a single dose

OR

Doxycycline 100 mg orally twice a day for 7 days

Alternative Regimens

Erythromycin base 500 mg orally four times a day for 7 days

OR

Erythromycin ethylsuccinate 800 mg orally four times a day for 7 days

OR

Levofloxacin 500 mg orally once daily for 7 days

OR

Ofloxacin 300 mg orally twice a day for 7 days

A meta-analysis of 12 randomized clinical trials of 
azithromycin versus doxycycline for the treatment of genital 
chlamydial infection demonstrated that the treatments were 
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equally efficacious, with microbial cure rates of 97% and 98%, 
respectively (284). These studies were conducted primarily in 
populations in which follow-up was encouraged, adherence to 
a 7-day regimen was effective, and culture or EIA (rather than 
the more sensitive NAAT) was used for determining micro-
biological outcome. Azithromycin should always be available 
to treat patients for whom compliance with multiday dosing 
is uncertain. The clinical significance and transmissibility of 
C. trachomatis detected at oropharyngeal sites is unclear (285), 
and the efficacy of different antibiotic regimens in resolving 
oropharyngeal chlamydia remains unknown.  

In patients who have erratic health-care–seeking behav-
ior, poor treatment compliance, or unpredictable follow-up, 
azithromycin might be more cost-effective in treating chla-
mydia because it enables the provision of a single-dose of 
directly observed therapy (284). Erythromycin might be less 
efficacious than either azithromycin or doxycycline, mainly 
because of the frequent occurrence of gastrointestinal side 
effects that can lead to noncompliance. Levofloxacin and 
ofloxacin are effective treatment alternatives but are more 
expensive and offer no advantage in the dosage regimen. 
Other quinolones either are not reliably effective against 
chlamydial infection or have not been evaluated adequately.

To maximize compliance with recommended therapies, 
medications for chlamydial infections should be dispensed on 
site, and the first dose should be directly observed. To minimize 
disease transmission to sex partners, persons treated for chla-
mydia should be instructed to abstain from sexual intercourse 
for 7 days after single-dose therapy or until completion of a 
7-day regimen. To minimize the risk for reinfection, patients 
also should be instructed to abstain from sexual intercourse 
until all of their sex partners are treated.

Follow-Up
Except in pregnant women, test-of-cure (i.e., repeat testing 

3–4 weeks after completing therapy) is not advised for persons 
treated with the recommended or alterative regimens, unless 
therapeutic compliance is in question, symptoms persist, or 
reinfection is suspected. Moreover, the validity of chlamydial 
diagnostic testing at <3 weeks after completion of therapy 
(to identify patients who did not respond to therapy) has not 
been established. False-negative results might occur in the 
presence of persistent infections involving limited numbers 
of chlamydial organisms. In addition, NAAT conducted at <3 
weeks after completion of therapy in persons who were treated 
successfully could yield false-positive results because of the 
continued presence of nonviable organisms (197).

A high prevalence of C. trachomatis infection has been 
observed in women and men who were treated for chlamydial 

infection during the preceding several months (251,267,286–
288). Most post-treatment infections result from reinfection 
caused by failure of sex partners to receive treatment or the 
initiation of sexual activity with a new infected partner. Repeat 
infections confer an elevated risk for PID and other compli-
cations. Unlike the test-of-cure, which is not recommended, 
repeat C. trachomatis testing of recently infected women or 
men should be a priority for providers. Chlamydia-infected 
women and men should be retested approximately 3 months 
after treatment, regardless of whether they believe that their 
sex partners were treated (251,267). If retesting at 3 months 
is not possible, clinicians should retest whenever persons next 
present for medical care in the 12 months following initial 
treatment. 

Management of Sex Partners
Patients should be instructed to refer their sex partners for 

evaluation, testing, and treatment if they had sexual contact 
with the patient during the 60 days preceding onset of the 
patient’s symptoms or chlamydia diagnosis. Although the 
exposure intervals defined for the identification of at-risk sex 
partners are based on limited evaluation, the most recent sex 
partner should be evaluated and treated, even if the time of 
the last sexual contact was >60 days before symptom onset or 
diagnosis. 

Among heterosexual patients, if concerns exist that sex 
partners who are referred to evaluation and treatment will 
not seek these services (or if other management strategies are 
impractical or unsuccessful), patient delivery of antibiotic 
therapy to their partners can be considered (see Partner 
Management). Compared with standard partner referral, 
this approach, which involves delivering a prescription or the 
medication itself, has been associated with a trend toward 
a decrease in rates of persistent or recurrent chlamydia 
(68,69,71). Patients must also inform their partners of their 
infection and provide them with written materials about the 
importance of seeking evaluation for any symptoms suggestive 
of complications (e.g., testicular pain in men and pelvic or 
abdominal pain in women). Patient-delivered partner therapy 
is not routinely recommended for MSM because of a high risk 
for coexisting infections, especially undiagnosed HIV infection, 
in their partners.

Patients should be instructed to abstain from sexual 
intercourse until they and their sex partners have completed 
treatment. Abstinence should be continued until 7 days after 
a single-dose regimen or after completion of a multiple-dose 
regimen. Timely treatment of sex partners is essential for 
decreasing the risk for reinfecting the index patient.
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Special Considerations

Pregnancy

Doxycycline, ofloxacin, and levofloxacin are contrain-
dicated in pregnant women. However, clinical experience 
and published studies suggest that azithromycin is safe and 
effective (289–291). Repeat testing to document chlamydial 
eradication (preferably by NAAT) 3 weeks after completion 
of therapy with the following regimens is recommended for 
all pregnant women to ensure therapeutic cure, considering 
the severe sequelae that might occur in mothers and neonates 
if the infection persists. Women aged <25 years and those at 
increased risk for chlamydia (i.e., women who have a new or 
more than one sex partner) also should be retested during the 
third trimester to prevent maternal postnatal complications 
and chlamydial infection in the infant (81). Pregnant women 
diagnosed with a chlamydial infection during the first trimester 
should not only receive a test to document chlamydial eradica-
tion, but be retested 3 months after treatment. 

Recommended Regimens

Azithromycin 1 g orally in a single dose

OR

Amoxicillin 500 mg orally three times a day for 7 days

Alternative Regimens

Erythromycin base 500 mg orally four times a day for 7 days

OR

Erythromycin base 250 mg orally four times a day for 14 days

OR

Erythromycin ethylsuccinate 800 mg orally four times a day for 7 days

OR

Erythromycin ethylsuccinate 400 mg orally four times a day for 14 days

The frequent gastrointestinal side effects associated with 
erythromycin can result in noncompliance with the alternative 
regimens. Although erythromycin estolate is contraindicated 
during pregnancy because of drug-related hepatotoxicity, the 
lower dose 14-day erythromycin regimens can be considered 
if gastrointestinal tolerance is a concern.

HIV Infection

Patients who have chlamydial infection and also are infected 
with HIV should receive the same treatment regimen as those 
who are HIV negative.

Chlamydial Infections Among Infants
Prenatal screening and treatment of pregnant women 

can prevent chlamydial infection among neonates. Pregnant 
women aged <25 years are at high risk for infection. 

C. trachomatis infection of neonates results from perinatal 
exposure to the mother’s infected cervix. Although neonatal 
ocular prophylaxis with silver nitrate solution or antibiotic oint-
ments does not prevent perinatal transmission of C. trachomatis 
from mother to infant, ocular prophylaxis with these agents 
does prevent gonococcal ophthalmia and therefore should be 
administered (see Ophthalmia Neonatorum Prophylaxis).

Initial C. trachomatis perinatal infection involves the 
mucous membranes of the eye, oropharynx, urogenital tract, 
and rectum, although infection might be asymptomatic in 
these locations. Instead, C. trachomatis infection in neonates 
is most frequently recognized by conjunctivitis that develops 
5–12 days after birth. C. trachomatis also can cause a subacute, 
afebrile pneumonia with onset at ages 1–3 months. Although 
C. trachomatis has been the most frequent identifiable infec-
tious cause of ophthalmia neonatorum, perinatal chlamydial 
infections (including ophthalmia and pneumonia) have 
occurred less frequently because of the institution of widespread 
prenatal screening and treatment of pregnant women.

ophthalmia neonatorum Caused by 
C. trachomatis

A chlamydial etiology should be considered for all infants 
aged ≤30 days who have conjunctivitis, especially if the mother 
has a history of untreated chlamydia infection.

Diagnostic Considerations

Sensitive and specific methods used to diagnose chlamydial 
ophthalmia in the neonate include both tissue culture and 
nonculture tests (e.g., direct fluorescence antibody [DFA] tests, 
EIA, and NAAT). Most nonculture tests are not FDA-cleared 
for the detection of chlamydia from conjunctival swabs, and 
clinical laboratories must verify the procedure according to 
CLIA regulations. Specimens for culture isolation and noncul-
ture tests should be obtained from the everted eyelid using a 
dacron-tipped swab or the swab specified by the manufacturer’s 
test kit, and they must contain conjunctival cells, not exudate 
alone. Specific diagnosis of C. trachomatis infection confirms 
the need for treatment not only for the neonate, but also for the 
mother and her sex partner(s). Ocular specimens from infants 
being evaluated for chlamydial conjunctivitis also should be 
tested for N. gonorrhoeae.
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Recommended Regimen

Erythromycin base or ethylsuccinate 50 mg/kg/day orally divided into 
4 doses daily for 14 days*,†

* An association between oral erythromycin and infantile hypertrophic 
pyloric stenosis (IHIS) has been reported in infants aged <6 weeks who 
were treated with this drug. Infants treated with erythromycin should be 
followed for signs and symptoms of IHPS. 

† Data on use of other macrolides (e.g., azithromycin and clarithromycin) 
for the treatment of neonatal chlamydia infection are limited. The results 
of one study involving a limited number of patients suggest that a short 
course of azithromycin, 20 mg/kg/day orally, 1 dose daily for 3 days, might 
be effective (292).

Topical antibiotic therapy alone is inadequate for treatment 
of chlamydial infection and is unnecessary when systemic 
treatment is administered.

Follow-Up

Because the efficacy of erythromycin treatment is only 
approximately 80%, a second course of therapy might be 
required. Therefore, follow-up of infants is recommended 
to determine whether initial treatment was effective. The 
possibility of concomitant chlamydial pneumonia should be 
considered.

Management of Mothers and Their Sex Partners

The mothers of infants who have chlamydial infection and 
the sex partners of these women should be evaluated and treated 
(see Chlamydial Infection in Adolescents and Adults).

Infant Pneumonia Caused by C. trachomatis
Characteristic signs of chlamydial pneumonia in infants 

include 1) a repetitive staccato cough with tachypnea and 
2) hyperinflation and bilateral diffuse infiltrates on a chest 
radiograph. In addition, peripheral eosinophilia (≥400 cells/
mm3) occurs frequently. Wheezing is rare, and infants are 
typically afebrile. Because clinical presentations differ, initial 
treatment and diagnostic tests should include C. trachomatis 
for all infants aged 1–3 months who are suspected of having 
pneumonia (especially those whose mothers have untreated 
chlamydial infection).

Diagnostic Considerations

Specimens for chlamydial testing should be collected from 
the nasopharynx. Tissue culture is the definitive standard for 
chlamydial pneumonia. Nonculture tests (e.g., EIA, DFA, and 
NAAT) can be used, although nonculture tests of nasopharyn-
geal specimens have a lower sensitivity and specificity than non-
culture tests of ocular specimens. DFA is the only FDA-cleared 
test for the detection of C. trachomatis from nasopharyngeal 
specimens. Tracheal aspirates and lung biopsy specimens, if 
collected, should be tested for C. trachomatis.

Because test results for chlamydia often are not available 
in a timely manner, the decision to provide treatment for 
C. trachomatis pneumonia must frequently be based on clini-
cal and radiologic findings. The results of tests for chlamydial 
infection assist in the management of an infant’s illness and 
can help determine the need for treating the mother and her 
sex partner(s).

Recommended Regimen

Erythromycin base or ethylsuccinate 50 mg/kg/day orally divided into 
4 doses daily for 14 days

Follow-Up

 The effectiveness of erythromycin in treating pneumonia 
caused by C. trachomatis is approximately 80%; a second course 
of therapy might be required. Follow-up of infants is recom-
mended to determine whether the pneumonia has resolved, 
although some infants with chlamydial pneumonia continue to 
have abnormal pulmonary function tests later in childhood.

Management of Mothers and Their Sex Partners

Mothers of infants who have chlamydia pneumonia and 
the sex partners of these women should be evaluated and 
treated according to the recommended treatment of adults for 
chlamydial infections (see Chlamydial Infection in Adolescents 
and Adults).

Infants Born to Mothers Who Have Chlamydial 
Infection

Infants born to mothers who have untreated chlamydia 
are at high risk for infection; however, prophylatic antibiotic 
treatment is not indicated, and the efficacy of such treatment is 
unknown. Infants should be monitored to ensure appropriate 
treatment if symptoms develop.

Chlamydial Infections Among 
Children

Sexual abuse must be considered a cause of chlamydial 
infection in preadolescent children, although perinatally trans-
mitted C. trachomatis infection of the nasopharynx, urogenital 
tract, and rectum might persist for >1 year (see Sexual Assault 
or Abuse of Children).

Diagnostic Considerations
Nonculture, nonamplified probe tests for chlamydia (EIA 

and DFA) should not be used because of the possibility of 
false-positive test results. With respiratory-tract specimens, 
false-positive results can occur because of cross-reaction of test 
reagents with C. pneumoniae; with genital and anal specimens, 
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false-positive results might occur as a result of cross-reaction 
with fecal flora.

Recommended Regimen for Children Who Weigh <45 kg

Erythromycin base or ethylsuccinate 50 mg/kg/day orally divided into 
4 doses daily for 14 days

Recommended Regimen for Children Who Weigh ≥45 kg but 
Who Are Aged <8 Years

Azithromycin 1 g orally in a single dose

Recommended Regimens for Children Aged ≥8 years

Azithromycin 1 g orally in a single dose

OR

Doxycycline 100 mg orally twice a day for 7 days

other Management Considerations
See Sexual Assault or Abuse of Children.

Follow-Up
Follow-up cultures are necessary to ensure that treatment 

has been effective.

Gonococcal Infections
Gonococcal Infections in Adolescents 
and Adults

In the United States, an estimated 700,000 new N. gonor-
rhoeae infections occur each year (93,293). Gonorrhea is the 
second most commonly reported bacterial STD. The majority 
of urethral infections caused by N. gonorrhoeae among men 
produce symptoms that cause them to seek curative treatment 
soon enough to prevent serious sequelae, but treatment might 
not be soon enough to prevent transmission to others. Among 
women, gonococcal infections might not produce recogniz-
able symptoms until complications (e.g., PID) have occurred. 
PID can result in tubal scarring that can lead to infertility or 
ectopic pregnancy.

The prevalence of gonorrhea varies widely among commu-
nities and populations; health-care providers should consider 
local gonorrhea epidemiology when making screening deci-
sions. Although widespread screening is not recommended 
because gonococcal infections among women are frequently 
asymptomatic, targeted screening of young women (i.e., those 
aged <25 years) at increased risk for infection is a primary 
component of gonorrhea control in the United States. For 
sexually active women, including those who are pregnant, 

USPSTF (82) recommends that clinicians provide gonorrhea 
screening only to those at increased risk for infection (e.g., 
women with previous gonorrhea infection, other STDs, new 
or multiple sex partners, and inconsistent condom use; those 
who engage in commercial sex work and drug use; women in 
certain demographic groups; and those living in communities 
with a high prevalence of disease). USPSTF does not recom-
mend screening for gonorrhea in men and women who are at 
low risk for infection (82).

Diagnostic Considerations
Because of its high specificity (>99%) and sensitivity 

(>95%), a Gram stain of a male urethral specimen that dem-
onstrates polymorphonuclear leukocytes with intracellular 
Gram-negative diplococci can be considered diagnostic for 
infection with N. gonorrhoeae in symptomatic men. However, 
because of lower sensitivity, a negative Gram stain should not 
be considered sufficient for ruling out infection in asymptom-
atic men. In addition, Gram stain of endocervical specimens, 
pharyngeal, or rectal specimens also are not sufficient to detect 
infection, and therefore are not recommended. Specific testing 
for N. gonorrhoeae is recommended because of the increased 
utility and availability of highly sensitive and specific test-
ing methods and because a specific diagnosis might enhance 
partner notification.

Specific diagnosis of infection with N. gonorrhoeae can be 
performed by testing endocervical, vaginal, urethral (men only), 
or urine specimens. Culture, nucleic acid hybridization tests, 
and NAATs are available for the detection of genitourinary 
infection with N. gonorrhoeae (197). Culture and nucleic acid 
hybridization tests require female endocervical or male urethral 
swab specimens. NAATs allow testing of the widest variety of 
specimen types including endocervical swabs, vaginal swabs, 
urethral swabs (men), and urine (from both men and women), 
and they are FDA-cleared for use. However, product inserts 
for each NAAT vendor must be carefully examined, because 
specimen types that are FDA-cleared for use vary by test. NAAT 
tests are not FDA-cleared for use in the rectum, pharynx, and 
conjunctiva; however, some public and private laboratories 
have established performance specifications for using NAAT 
with rectal and pharyngeal swab specimens, thereby allowing 
results to be used for clinical management. Laboratories that 
establish performance specifications for the use of NAATs 
with nongenital specimens must ensure that specificity is not 
compromised by cross-reaction with nongonococcal Neisseria 
species. The sensitivity of NAATs for the detection of N. gonor-
rhoeae in genital and nongenital anatomic sites is superior to 
culture but varies by NAAT type (197,278–281).

Because nonculture tests cannot provide antimicrobial 
susceptibility results, in cases of suspected or documented 
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treatment failure, clinicians should perform both culture and 
antimicrobial susceptibility testing.

All persons found to have who have gonorrhea also should be 
tested for other STDs, including chlamydia, syphilis, and HIV.

Dual Therapy for Gonococcal and 
Chlamydial Infections

Patients infected with N. gonorrhoeae frequently are coin-
fected with C. trachomatis; this finding has led to the recom-
mendation that patients treated for gonococcal infection also 
be treated routinely with a regimen that is effective against 
uncomplicated genital C. trachomatis infection (294). Because 
most gonococci in the United States are susceptible to doxycy-
cline and azithromycin, routine cotreatment might also hinder 
the development of antimicrobial-resistant N. gonorrhoeae. 
Limited data suggest that dual treatment with azithromycin 
might enhance treatment efficacy for pharyngeal infection 
when using oral cephalosporins (295,296).

Antimicrobial-Resistant N. gonorrhoeae
Gonorrhea treatment is complicated by the ability of 

N. gonorrhoeae to develop resistance to antimicrobial therapies 
(297). Quinolone-resistant N. gonorrhoeae strains are now 
widely disseminated throughout the United States and the 
world (298). As of April 2007, quinolones are no longer recom-
mended in the United States for the treatment of gonorrhea 
and associated conditions, such as PID (299). Consequently, 
only one class of antimicrobials, the cephalosporins, is recom-
mended and available for the treatment of gonorrhea in the 
United States. The CDC website (http://www.cdc.gov/std/
gisp) and state health departments can provide the most cur-
rent information. 

The proportion of isolates in CDC’s Gonococcal Isolate 
Surveillance Project (GISP) demonstrating decreased suscep-
tibility to ceftriaxone or cefixime has remained very low over 
time; during 1987–2008, only four isolates were found to 
have decreased susceptibility to ceftriaxone, and 48 isolates 
had decreased susceptibility to cefixime. In 2008, no isolates 
demonstrated decreased susceptibility to ceftriaxone; cefixime 
was not part of test panel during that year (93). Although only 
two cases of suspected treatment failure with ceftriaxone have 
been reported (300), approximately 50 patients are thought to 
have failed oral cephalosporin treatment (301–304). 

Most of the treatment failures resulting from use of oral 
cephalosporins have been reported from Asian countries, 
although one possible case was reported in Hawaii in 2001 
(305). To ensure appropriate antibiotic therapy, clinicians 
should ask patients testing positive for gonorrhea about recent 
travel to and sexual activity in these countries. 

Decreased susceptibility of N. gonorrhoeae to cephalosporins 
and other antimicrobials is expected to continue to spread; 
therefore, state and local surveillance for antimicrobial resis-
tance is crucial for guiding local therapy recommendations 
(297). GISP, which samples approximately 3% of all U.S. men 
who have gonococcal infections, is a mainstay of surveillance. 
However, surveillance by clinicians also is critical. Clinicians 
who diagnose N. gonorrhoeae infection in a patient with sus-
pected cephalosporin treatment failure should perform culture 
and susceptibility testing of relevant clinical specimens, consult 
a specialist for guidance in clinical management, and report 
the case to CDC through state and local public health authori-
ties. Health departments should prioritize partner notification 
and contact tracing of patients with N. gonorrhoeae infection 
thought to be associated with cephalosporin treatment fail-
ure or associated with patients whose isolates demonstrate 
decreased susceptibility to cephalosporin.

Uncomplicated Gonococcal Infections of the 
Cervix, Urethra, and Rectum

Recommended Regimens

Ceftriaxone 250 mg IM in a single dose

OR, IF NOT AN OPTION

Cefixime 400 mg orally in a single dose

OR

Single-dose injectible cephalosporin regimens

PLUS

Azithromycin 1g orally in a single dose

OR

Doxycycline 100 mg orally twice a day for 7 days

To maximize compliance with recommended therapies, 
medications for gonococcal infections should be dispensed 
on site. Ceftriaxone in a single injection of 250 mg provides 
sustained, high bactericidal levels in the blood. Extensive clini-
cal experience indicates that ceftriaxone is safe and effective 
for the treatment of uncomplicated gonorrhea at all anatomic 
sites, curing 99.2% of uncomplicated urogenital and anorectal 
and 98.9% of pharyngeal infections in published clinical trials 
(306,307). A 250-mg dose of ceftriaxone is now recommended 
over a 125-mg dose given the 1) increasingly wide geographic 
distribution of isolates demonstrating decreased susceptibility 
to cephalosporins in vitro, 2) reports of ceftriaxone treatment 
failures, 3) improved efficacy of ceftriaxone 250 mg in pha-
ryngeal infection (which is often unrecognized), and 4) the 
utility of having a simple and consistent recommendation for 
treatment regardless of the anatomic site involved. 

http://www.cdc.gov/std/gisp
http://www.cdc.gov/std/gisp
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A 400-mg oral dose of cefixime does not provide as high, 
nor as sustained, a bactericidal level as that provided by the 
250-mg dose of ceftriaxone. In published clinical trials, the 
400-mg dose cured 97.5% of uncomplicated urogenital and 
anorectal (95% CI = 95.4%–99.8%) and 92.3% of pharyngeal 
gonococcal infections (95% CI = 74.9%–99.1%) (306,307). 
Although cefixime can be administered orally, this advantage 
is offset by the limited efficacy of cefixime (as well as other 
oral cephalosporins) for treating gonococcal infections of the 
pharynx. Providers should inquire about oral sexual exposure 
and if reported, treat these patients with ceftriaxone because 
of this drug’s well documented efficacy in treating pharyngeal 
infection.

Single-dose injectible cephalosporin regimens (other than 
ceftriaxone 250 mg IM) that are safe and highly effective 
against uncomplicated urogenital and anorectal gonococcal 
infections include ceftizoxime (500 mg, administered IM), 
cefoxitin (2 g, administered IM with probenecid 1 g orally), 
and cefotaxime (500 mg, administered IM). None of the 
injectible cephalosporins offer any advantage over ceftriaxone 
for urogenital infection, and efficacy for pharyngeal infection 
is less certain (306,307).

Alternative Regimens
Several other antimicrobials are active against N. gonorrhoeae, 

but none have substantial advantages over the recommended 
regimens, and they should not be used if pharyngeal infection 
is suspected. Some evidence suggests that cefpodoxime 400-
mg orally can be considered an alternative in the treatment of 
uncomplicated urogenital gonorrhea; this regimen meets the 
minimum efficacy criteria for alternative regimens for urogenital 
infection (demonstrated efficacy of ≥95% in clinical trials with 
lower 95% CI of >90%) (307). In one clinical trial, cefpodoxime 
400 mg orally was found to have a urogenital and rectal cure rate 
of 96.6% (95% CI = 93.9%), but the efficacy of cefpodoxime 
400 mg orally at the pharyngeal site was poor (70.3%, 95% 
CI = 53.0%) (Hall, unpublished data, 2010). Gonococcal strains 
with decreased susceptibility to oral cephalosporins have been 
reported in the United States (308). With a cure rate of 96.5% 
(95% CI = 93.6%–98.3%) for urogenital and rectal infection, 
cefpodoxime proxetil 200 mg orally meets the criteria for an 
alternative regimen; however, its use is not advised because of 
concerns about the pharmacodynamics of cefpodoxime using this 
dose. Efficacy in treating pharyngeal infection with cefpodoxime 
200 mg is unsatisfactory (78.9%; 95% CI = 54.5%–94%), as 
with cefpodoxime at the 400-mg dose. 

Treatment with cefuroxime axetil 1 g orally meets the cri-
teria for minimum efficacy as an alternative regimen for uro-
genital and rectal infection (95.9%; 95% CI = 94.3%–97.2%), 
but the pharmacodynamics of cefuroxime axetil 1 g orally are 

less favorable than those of cefpodoxime 400 mg, cefixime 400 
mg, or ceftriaxone 125 mg (309). The efficacy of cefuroxime 
axetil 1 g orally in treating pharyngeal infection is poor (56.9%; 
95% CI = 42.2%–70.7%).

Spectinomycin, which is useful in persons who cannot 
tolerate cephalosporins, is expensive, must be injected, and is 
not available in the United States (updates available at: www.
cdc.gov/std/treatment) (310). However, it has been effective 
in published clinical trials, curing 98.2% of uncomplicated 
urogenital and anorectal gonococcal infections. Spectinomycin 
has poor efficacy against pharyngeal infection (51.8%; 95% 
CI = 38.7%–64.9%) (306). 

Azithromycin 2 g orally is effective against uncomplicated 
gonococcal infection (99.2%; 95% CI = 97.3%–99.9%), but 
concerns over the ease with which N. gonorrhoeae can develop 
resistance to macrolides should restrict its use to limited 
circumstances. Although azithromycin 1 g meets alternative 
regimen criteria (97.6%; 95% CI = 95.7%–98.9%), it is not 
recommended because several studies have documented treat-
ment failures, and concerns about possible rapid emergence of 
antimicrobial resistance with the 1-g dose of azithromycin are 
even greater than with the 2-g dose (311–313). N. gonorrhoeae 
in the United States is not adequately susceptible to penicil-
lins, tetracyclines, and older macrolides (e.g., erythromycin) 
for these antimicrobials to be recommended.

Uncomplicated Gonococcal Infections of the 
Pharynx

Most gonococcal infections of the pharynx are asymp-
tomatic and can be relatively common in some populations 
(103,278,279,314). Gonococcal infections of the pharynx are 
more difficult to eradicate than infections at urogenital and 
anorectal sites (315). Few antimicrobial regimens, including 
those involving oral cephalosporins, can reliably cure >90% of 
gonococcal pharyngeal infections (306,307). Providers should 
ask their patients about oral sexual exposure; if reported, 
patients should be treated with a regimen with acceptable 
efficacy against pharyngeal infection. Chlamydial coinfection 
of the pharynx is unusual; however, because coinfection at 
genital sites sometimes occurs, treatment for both gonorrhea 
and chlamydia is recommended. 

Recommended Regimens

Ceftriaxone 250 mg IM in a single dose

PLUS

Azithromycin 1g orally in a single dose

OR

Doxycycline 100 mg orally twice a day for 7 days
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Follow-Up
Patients diagnosed with uncomplicated gonorrhea who 

are treated with any of the recommended or alternative regi-
mens do not need a test-of-cure (i.e., repeat testing 3-4 weeks 
after completing therapy). Patients who have symptoms that 
persist after treatment should be evaluated by culture for 
N. gonorrhoeae, and any gonococci isolated should be tested 
for antimicrobial susceptibility. Persistent urethritis, cervicitis, 
or proctitis also might be caused by C. trachomatis or other 
organisms.

N. gonorrhoeae infection is prevalent among patients who 
have been diagnosed with and treated for gonorrhea in the 
preceding several months (64,251,252,267). Most infections 
result from reinfection rather than treatment failure, indicat-
ing a need for improved patient education and referral of sex 
partners. Clinicians should advise patients with gonorrhea to 
be retested 3 months after treatment. If patients do not seek 
medical care for retesting in 3 months, providers are encour-
aged to test these patients whenever they next seek medical 
care within the following 12 months, regardless of whether the 
patients believe that their sex partners were treated. Retesting 
is distinct from test-of-cure to detect therapeutic failure, which 
is not recommended. 

Management of Sex Partners
Effective clinical management of patients with treatable 

STDs requires treatment of the patients’ recent sex partners to 
prevent reinfection and curtail further transmission. Patients 
should be instructed to refer their sex partners for evaluation 
and treatment. Sex partners of patients with N. gonorrhoeae 
infection whose last sexual contact with the patient was within 
60 days before onset of symptoms or diagnosis of infection in 
the patient should be evaluated and treated for N. gonorrhoeae 
and C. trachomatis infections. If a patient’s last sexual inter-
course was >60 days before onset of symptoms or diagnosis, 
the patient’s most recent sex partner should be treated. Patients 
should be instructed to abstain from sexual intercourse until 
therapy is completed and until they and their sex partners no 
longer have symptoms.

For heterosexual patients with gonorrhea whose partners’ 
treatment cannot be ensured or is unlikely, delivery of antibiotic 
therapy for gonorrhea (as well as for chlamydia) by the patients 
to their partners can be considered (see Partner Management). 
Use of this approach (68,71) should always be accompanied by 
efforts to educate partners about symptoms and to encourage 
partners to seek clinical evaluation. For male patients informing 
female partners, educational materials should include informa-
tion about the importance of seeking medical evaluation for 

PID (especially if symptomatic). Possible undertreatment of 
PID in female partners and possible missed opportunities to 
diagnose other STDs are of concern and have not been evalu-
ated in comparison with patient-delivered therapy and partner 
referral. This approach should not be considered a routine 
partner management strategy in MSM because of the high risk 
for coexisting undiagnosed STDs or HIV infection.

Special Considerations

Allergy, Intolerance, and Adverse Reactions

Reactions to first generation cephalosporins occur in 
approximately 5%–10% of persons with a history of penicillin 
allergy and occur less frequently with third-generation cepha-
losporins (239). In those persons with a history of penicillin 
allergy, the use of cephalosporins should be contraindicated 
only in those with a history of a severe reaction to penicillin 
(e.g., anaphylaxis, Stevens Johnson syndrome, and toxic epi-
dermal necrolysis) (316).

Because data are limited regarding alternative regimens 
for treating gonorrhea among persons who have severe cepha-
losporin allergy, providers treating such patients should consult 
infectious disease specialists. Azithromycin 2 g orally is effective 
against uncomplicated gonococcal infection, but because of 
concerns over emerging antimicrobial resistance to macrolides, 
its use should be limited. Cephalosporin treatment following 
desensitization is impractical in most clinical settings. 

Pregnancy

As with other patients, pregnant women infected with N. 
gonorrhoeae should be treated with a recommended or alternate 
cephalosporin. Because spectinomycin is not available in the 
United States, azithromycin 2 g orally can be considered for 
women who cannot tolerate a cephalosporin. Either azithromy-
cin or amoxicillin is recommended for treatment of presump-
tive or diagnosed C. trachomatis infection during pregnancy 
(see Chlamydial Infections).

HIV Infection

Patients who have gonococcal infection and also are infected 
with HIV should receive the same treatment regimen as those 
who are HIV negative.

Suspected Cephalosporin Treatment Failure or 
Resistance

Suspected treatment failure has been reported among per-
sons receiving oral and injectable cephalosporins (300–304). 
Therefore, clinicians of patients with suspected treatment fail-
ure or persons infected with a strain found to demonstrate in 
vitro resistance should consult an infectious disease specialist, 
conduct culture and susceptibility testing of relevant clinical 
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specimens, retreat with at least 250 mg of ceftriaxone IM or 
IV, ensure partner treatment, and report the situation to CDC 
through state and local public health authorities.

Gonococcal Conjunctivitis

In the only published study of the treatment of gonococ-
cal conjunctivitis among U.S. adults, all 12 study participants 
responded to a single 1-g IM injection of ceftriaxone (317).

Recommended Regimen

Ceftriaxone 1 g IM in a single dose

Consider lavage of the infected eye with saline solution once. 
Persons treated for gonococcal conjunctivitis should be treated 
presumptively for concurrent C. trachomatis infection.

Management of Sex Partners
Patients should be instructed to refer their sex partners 

for evaluation and treatment (see Gonococcal Infections, 
Management of Sex Partners).

Disseminated Gonococcal Infection (DGI)
DGI frequently results in petechial or pustular acral skin 

lesions, asymmetrical arthralgia, tenosynovitis, or septic arthri-
tis. The infection is complicated occasionally by perihepatitis 
and rarely by endocarditis or meningitis. Some strains of 
N. gonorrhoeae that cause DGI can cause minimal genital 
inflammation. No recent studies have been published on the 
treatment of DGI.

Treatment

Hospitalization is recommended for initial therapy, espe-
cially for patients who might not comply with treatment, 
for those in whom diagnosis is uncertain, and for those 
who have purulent synovial effusions or other complica-
tions. Examination for clinical evidence of endocarditis and 
meningitis should be performed. Persons treated for DGI 
should be treated presumptively for concurrent C. trachomatis 
infection.

Recommended Regimen

Ceftriaxone 1 g IM or IV every 24 hours

Alternative Regimens

Cefotaxime 1 g IV every 8 hours

OR

Ceftizoxime 1 g IV every 8 hours

All of the preceding regimens should be continued for 
24–48 hours after improvement begins, at which time therapy 
can be switched to cefixime 400 mg orally twice daily to com-
plete at least 1 week of antimicrobial therapy. No treatment fail-
ures have been reported with the recommended regimens.

Management of Sex Partners

Gonococcal infection frequently is asymptomatic in sex 
partners of patients who have DGI. As with uncomplicated 
gonococcal infections, patients should be instructed to refer 
their sex partners for evaluation and treatment (see Gonococcal 
Infection, Management of Sex Partners).

Gonococcal Meningitis and Endocarditis

Recommended Regimen

Ceftriaxone 1–2 g IV every 12 hours

Therapy for meningitis should be continued for 10–14 
days; therapy for endocarditis should be continued for at least 
4 weeks. Treatment of complicated DGI should be undertaken 
in consultation with an infectious disease specialist.

Management of Sex Partners

Patients should be instructed to refer their sex partners 
for evaluation and treatment (see Gonococcal Infection, 
Management of Sex Partners).

Gonococcal Infections Among Infants
Gonococcal infection among infants usually is caused by 

exposure to infected cervical exudate at birth. It is usually an 
acute illness that manifests 2–5 days after birth. The preva-
lence of infection among infants depends on the prevalence of 
infection among pregnant women, whether pregnant women 
are screened for gonorrhea, and whether newborns receive 
ophthalmia prophylaxis. The most severe manifestations of 
N. gonorrhoeae infection in newborns are ophthalmia neona-
torum and sepsis, which can include arthritis and meningitis. 
Less severe manifestations include rhinitis, vaginitis, urethritis, 
and reinfection at sites of fetal monitoring.

ophthalmia neonatorum Caused by 
N. gonorrhoeae

Although N. gonorrhoeae causes ophthalmia neonatorum 
relatively infrequently in the United States, identifying and 
treating this infection is especially important because oph-
thalmia neonatorum can result in perforation of the globe of 
the eye and blindness.
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Diagnostic Considerations

Infants at increased risk for gonococcal ophthalmia are 
those who do not receive ophthalmia prophylaxis and those 
whose mothers have had no prenatal care or whose mothers 
have a history of STDs or substance abuse. Gonococcal oph-
thalmia is strongly suspected when intracellular gram-negative 
diplococci are identified in conjunctival exudate, justifying 
presumptive treatment for gonorrhea after appropriate cultures 
for N. gonorrhoeae are obtained. Appropriate chlamydial test-
ing should be done simultaneously. Presumptive treatment 
for N. gonorrhoeae might be indicated for newborns who are 
at increased risk for gonococcal ophthalmia and who have 
increased WBCs (but not gonococci) in a Gram-stained smear 
of conjunctival exudate.

In all cases of neonatal conjunctivitis, conjunctival exudates 
should be cultured for N. gonorrhoeae and tested for antibiotic 
susceptibility before a definitive diagnosis is made. A defini-
tive diagnosis is vital because of the public health and social 
consequences of a diagnosis of gonorrhea. Nongonococcal 
causes of neonatal ophthalmia include Moraxella catarrhalis 
and other Neisseria species, organisms that are indistinguish-
able from N. gonorrhoeae on Gram-stained smear but can be 
differentiated in the microbiology laboratory.

Recommended Regimen

Ceftriaxone 25–50 mg/kg IV or IM in a single dose, not to exceed 
125 mg

Topical antibiotic therapy alone is inadequate and is unnec-
essary if systemic treatment is administered.

other Management Considerations

Simultaneous infection with C. trachomatis should be 
considered when a patient does not improve after treatment. 
Both mother and infant should be tested for chlamydial infec-
tion at the same time that gonorrhea testing is conducted 
(see Ophthalmia Neonatorum Caused by C. trachomatis). 
Ceftriaxone should be administered cautiously to hyperbiliru-
binemic infants, especially those born prematurely.

Follow-Up

Infants who have gonococcal ophthalmia should be hospi-
talized and evaluated for signs of disseminated infection (e.g., 
sepsis, arthritis, and meningitis). One dose of ceftriaxone is 
adequate therapy for gonococcal conjunctivitis.

Management of Mothers and Their Sex 
Partners

The mothers of infants who have gonococcal infection 
and the mothers’ sex partners should be evaluated and treated 

according to the recommendations for treating gonococcal 
infections in adults (see Gonococcal Infections in Adolescents 
and Adults).

DGI and Gonococcal Scalp Abscesses in 
newborns

Sepsis, arthritis, and meningitis (or any combination of 
these conditions) are rare complications of neonatal gonococcal 
infection. Localized gonococcal infection of the scalp can result 
from fetal monitoring through scalp electrodes. Detection of 
gonococcal infection in neonates who have sepsis, arthritis, 
meningitis, or scalp abscesses requires cultures of blood, CSF, 
and joint aspirate on chocolate agar. Specimens obtained from 
the conjunctiva, vagina, oropharynx, and rectum that are cul-
tured on gonococcal selective medium are useful for identifying 
the primary site(s) of infection, especially if inflammation is 
present. Positive Gram-stained smears of exudate, CSF, or joint 
aspirate provide a presumptive basis for initiating treatment 
for N. gonorrhoeae. Diagnoses based on Gram-stained smears 
or presumptive identification of cultures should be confirmed 
with definitive tests on culture isolates.

Recommended Regimens

Ceftriaxone 25–50 mg/kg/day IV or IM in a single daily dose for 7 days, 
with a duration of 10–14 days, if meningitis is documented

OR

Cefotaxime 25 mg/kg IV or IM every 12 hours for 7 days, with a duration 
of 10–14 days, if meningitis is documented

Prophylactic Treatment for Infants Whose 
Mothers Have Gonococcal Infection

Infants born to mothers who have untreated gonorrhea are 
at high risk for infection.

Recommended Regimen in the Absence of Signs of Gonococcal 
Infection

Ceftriaxone 25–50 mg/kg IV or IM, not to exceed 125 mg, in a single 
dose

other Management Considerations
Both mother and infant should be tested for chlamydial 

infection.

Follow-Up
Follow-up examination is not required.
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Management of Mothers and Their Sex 
Partners

The mothers of infants who have gonococcal infection 
and the mothers’ sex partners should be evaluated and treated 
according to the recommendations for treatment of gonococcal 
infections in adults (see Gonococcal Infections).

Gonococcal Infections Among 
Children

Sexual abuse is the most frequent cause of gonococcal 
infection in preadolescent children (see Sexual Assault or 
Abuse of Children). For preadolescent girls, vaginitis is the 
most common manifestation of this infection; gonococcal-
associated PID after vaginal infection is likely less common in 
preadolescents than adults. Among sexually abused children, 
anorectal and pharyngeal infections with N. gonorrhoeae are 
common and frequently asymptomatic.

Diagnostic Considerations
Because of the legal implications of a diagnosis of 

N. gonorrhoeae infection in a child, culture remains the pre-
ferred method for diagnosis. Gram stains are inadequate for 
evaluating prepubertal children for gonorrhea and should not 
be used to diagnose or exlude gonorrhea. NAATs for the detec-
tion of N. gonorrhoeae can be used under certain circumstances 
(see Sexual Assault or Abuse of Children) 

Recommended Regimen for Children Who Weigh >45 kg

Treat with one of the regimens recommended for adults (see 
Gonococcal Infections)

Recommended Regimen for Children Who Weigh ≤45 kg and 
Who Have Uncomplicated Gonococcal Vulvovaginitis, Cervici-
tis, Urethritis, Pharyngitis, or Proctitis

Ceftriaxone 125 mg IM in a single dose

Recommended Regimen for Children Who Weigh ≤45 kg and 
Who Have Bacteremia or Arthritis

Ceftriaxone 50 mg/kg (maximum dose: 1 g) IM or IV in a single dose 
daily for 7 days

Recommended Regimen for Children Who Weigh >45 kg and 
Who Have Bacteremia or Arthritis

Ceftriaxone 50 mg/kg IM or IV in a single dose daily for 7 days

Follow-Up
Follow-up cultures are unnecessary if ceftriaxone is used. 

other Management Considerations
Only parenteral cephalosporins (i.e., ceftriaxone) are recom-

mended for use in children; cefotaxime is approved for gono-
coccal ophthalmia only. No data are available regarding the use 
of oral cefixime to treat gonococcal infections in children. 

All children found to have gonococcal infections should be 
evaluated for coinfection with syphilis and C. trachomatis. (For 
a discussion of concerns regarding sexual assault, see Sexual 
Assault or Abuse of Children.)

ophthalmia neonatorum Prophylaxis
To prevent gonococcal ophthalmia neonatorum, a prophy-

lactic agent should be instilled into the eyes of all newborn 
infants; this procedure is required by law in most states. All 
of the recommended prophylactic regimens in this section 
prevent gonococcal ophthalmia. However, the efficacy of these 
preparations in preventing chlamydial ophthalmia is less clear, 
and they do not eliminate nasopharyngeal colonization by C. 
trachomatis. The diagnosis and treatment of gonococcal and 
chlamydial infections in pregnant women is the best method 
for preventing neonatal gonococcal and chlamydial disease. 
Not all women, however, receive prenatal care, and therefore 
go untreated. Ocular prophylaxis is warranted for neonates, 
because it can prevent sight-threatening gonococcal ophthalmia 
and because it is safe, easy to administer, and inexpensive.

Recommended Regimen

Erythromycin (0.5%) ophthalmic ointment in each eye in a single 
application

This preparation should be instilled into both eyes of every 
neonate as soon as possible after delivery. Ideally, ointment 
should be applied using single-use tubes or ampules rather than 
multiple-use tubes. If prophylaxis is delayed (i.e., not admin-
istered in the delivery room), a monitoring system should be 
established to ensure that all infants receive prophylaxis. All 
infants should be administered ocular prophylaxis, regardless of 
whether they are delivered vaginally or by cesarean section.

Erythromycin is the only antibiotic ointment recommended 
for use in neonates. Silver nitrate and tetracycline ophthalmic 
ointment are no longer manufactured in the United States, baci-
tracin is not effective, and povidone iodine has not been studied 
adequately. If erythromycin ointment is not available, infants at 
risk for exposure to N. gonorrhoeae (especially those born to a 
mother with untreated gonococcal infection or who has received 
no prenatal care) can be administered ceftriaxone 25-50 mg/kg 
IV or IM, not to exceed 125 mg in a single dose.
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Diseases Characterized by Vaginal 
Discharge

Most women will have a vaginal infection, characterized 
by discharge, itching, or odor, during their lifetime. With the 
availability of complementary and alternative therapies and 
over-the-counter medications for candidiasis, many symp-
tomatic women seek these products before or in addition to 
an evaluation by a medical provider. 

Obtaining a medical history alone has been shown to be 
insufficient for accurate diagnosis of vaginitis and can lead to 
the inappropriate administration of medication. Therefore, 
a careful history, examination, and laboratory testing to 
determine the etiology of vaginal complaints are warranted. 
Information on sexual behaviors and practices, gender of sex 
partners, menses, vaginal hygiene practices (such as douch-
ing), and other medications should be elicited. The three 
diseases most frequently associated with vaginal discharge 
are BV (caused by the replacement of the vaginal flora by 
an overgrowth of anaerobic bacteria including Prevotella sp., 
Mobiluncus sp., G. vaginalis, Ureaplasma, Mycoplasma, and 
numerous fastidious or uncultivated anaerobes) trichomonia-
sis (caused by T. vaginalis), and candidiasis (usually caused 
by Candida albicans). Cervicitis also can sometimes cause a 
vaginal discharge. Although vulvovaginal candidiasis (VVC) 
usually is not transmitted sexually, it is included in this section 
because it is frequently diagnosed in women who have vaginal 
complaints or who are being evaluated for STDs.

Various diagnostic methods are available to identify the 
etiology of an abnormal vaginal discharge. Clinical labora-
tory testing can identify the cause of vaginitis in most women 
and is discussed in detail in the sections of this report dedi-
cated to each condition. In the clinician’s office, the cause of 
vaginal symptoms might be determined by pH, a potassium 
hydroxide (KOH) test, and microscopic examination of fresh 
samples of the discharge. The pH of the vaginal secretions can 
be determined by narrow-range pH paper; an elevated pH 
(i.e., >4.5) is common with BV or trichomoniasis. Because 
pH testing is not highly specific, discharge should be further 
examined microscopically by first diluting one sample in one 
to two drops of 0.9% normal saline solution on one slide and 
a second sample in 10% KOH solution (samples that emit an 
amine odor immediately upon application of KOH suggest 
BV or trichomoniasis infection). Cover slips are then placed 
on the slides, and they are examined under a microscope at 
low and high power.

The saline-solution specimen might yield motile T. vaginalis, 
or clue cells (i.e., epithelial cells with borders obscured by small 
bacteria), which are characteristic of BV, whereas the presence of 
WBCs without evidence of trichomonads or yeast in this solution 

is suggestive of cervicitis (see Cervicitis). The KOH specimen 
typically is used to identify the yeast or pseudohyphae of Candida 
species. However, the absence of trichomonads or pseudohyphae 
in KOH samples does not rule out these infections, because the 
sensitivity of microscropy is approximately 50% compared with 
NAAT (trichomoniasis) or culture (yeast).

In settings where pH paper, KOH, and microscopy are not 
available, alternative commercially available point-of-care tests 
or clinical laboratory testing can be used to diagnose vaginitis. 
The presence of objective signs of vulvar inflammation in the 
absence of vaginal pathogens after laboratory testing, along 
with a minimal amount of discharge, suggests the possibil-
ity of mechanical, chemical, allergic, or other noninfectious 
irritation of the vulva.

Bacterial Vaginosis
BV is a polymicrobial clinical syndrome resulting from 

replacement of the normal hydrogen peroxide producing 
Lactobacillus sp. in the vagina with high concentrations of 
anaerobic bacteria (e.g., Prevotella sp. and Mobiluncus sp.), 
G. vaginalis, Ureaplasma, Mycoplasma, and numerous fastidious 
or uncultivated anaerobes. Some women experience transient 
vaginal microbial changes, whereas others experience them 
for a longer intervals of time. Among women presenting for 
care, BV is the most prevalent cause of vaginal discharge or 
malodor; however, in a nationally representative survey, most 
women with BV were asymptomatic (318).

BV is associated with having multiple male or female 
partners, a new sex partner, douching, lack of condom use, 
and lack of vaginal lactobacilli;  women who have never been 
sexually active can also be affected. The cause of the microbial 
alteration that characterizes BV is not fully understood, nor is 
whether BV results from acquisition of a sexually transmitted 
pathogen. Nonetheless, women with BV are at increased risk 
for the acquisition of some STDs (e.g., HIV, N. gonorrhoeae, 
C. trachomatis, and HSV- 2), complications after gynecologic 
surgery, complications of pregnancy, and recurrence of BV. 
Treatment of male sex partners has not been beneficial in 
preventing the recurrence of BV.

Diagnostic Considerations
BV can be diagnosed by the use of clinical criteria (i.e., 

Amsel’s Diagnostic Criteria) (319) or Gram stain. A Gram 
stain (considered the gold standard laboratory method for 
diagnosing BV) is used to determine the relative concentration 
of lactobacilli (i.e., long Gram-positive rods), Gram-negative 
and Gram-variable rods and cocci (i.e., G. vaginalis, Prevotella, 
Porphyromonas, and peptostreptococci), and curved Gram-
negative rods (i.e., Mobiluncus) characteristic of BV. If a Gram 
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stain is not available, clinical criteria can be used and require 
three of the following symptoms or signs:

•	 homogeneous,	thin,	white	discharge	that	smoothly	coats	
the vaginal walls;

•	 presence	of	clue	cells	on	microscopic	examination;
•	 pH	of	vaginal	fluid	>4.5;	or
•	 a	fishy	odor	of	vaginal	discharge	before	or	after	addition	

of 10% KOH (i.e., the whiff test).
Detection of three of these criteria has been correlated with 

results by Gram stain (320). Other tests, including a DNA probe-
based test for high concentrations of G. vaginalis (Affirm VP III, 
Becton Dickinson, Sparks, Maryland), a prolineaminopeptidase 
test card (Pip Activity TestCard, Quidel, San Diego, California), 
and the OSOM BVBlue test have acceptable performance charac-
teristics compared with Gram stain. Although a card test is available 
for the detection of elevated pH and trimethylamine, it has low 
sensitivity and specificity and therefore is not recommended. PCR 
also has been used in research settings for the detection of a variety 
of organisms associated with BV, but evaluation of its clinical 
utility is uncertain. Detection of one organism or group of organ-
isms might be predictive of BV by Gram stain (321). However, 
additional evaluations are needed to confirm these associations. 
Culture of G. vaginalis is not recommended as a diagnostic tool 
because it is not specific. Cervical Pap tests have no clinical utility 
for the diagnosis of BV because of their low sensitivity.

Treatment
Treatment is recommended for women with symptoms. 

The established benefits of therapy in nonpregnant women 
are to relieve vaginal symptoms and signs of infection. Other 
potential benefits to treatment include reduction in the risk 
for acquiring C. trachomatis or N. gonorrhoeae (322), HIV, 
and other viral STDs. 

Recommended Regimens

Metronidazole 500 mg orally twice a day for 7 days*

OR

Metronidazole gel 0.75%, one full applicator (5 g) intravaginally, once a 
day for 5 days

OR

Clindamycin cream 2%, one full applicator (5 g) intravaginally at 
bedtime for 7 days†

* Consuming alcohol should be avoided during treatment and for 24 hours 
thereafter.

† Clindamycin cream is oil-based and might weaken latex condoms and 
diaphragms for 5 days after use (refer to clindamycin product labeling 
for additional information).

Providers should consider patient preference, possible 
side-effects, drug interactions, and other coinfections when 
selecting a regimen. Women should be advised to refrain from 
intercourse or to use condoms consistently and correctly during 

the treatment regimen. Douching might increase the risk for 
relapse, and no data support the use of douching for treatment 
or relief of symptoms. 

Alternative Regimens

Tinidazole 2 g orally once daily for 2 days

OR

Tinidazole 1 g orally once daily for 5 days 

OR

Clindamycin 300 mg orally twice daily for 7 days

OR

Clindamycin ovules 100 mg intravaginally once at bedtime for 3 days

Alternative regimens include several tinidazole regimens 
(323) or clindamycin (oral or intravaginal) (324). Additional 
regimens include metronidazole (750-mg extended release 
tablets once daily for 7 days), or a single dose of clindamycin 
intravaginal cream, although data on the performance of these 
alternative regimens are limited. 

Several studies have evaluated the clinical and microbiologic 
efficacy of using intravaginal lactobacillus formulations to treat 
BV and restore normal flora (325–327). Further research efforts 
to determine the role of these regimens in BV treatment and 
prevention are ongoing. 

Follow-Up
Follow-up visits are unnecessary if symptoms resolve. 

Because recurrence of BV is common, women should be 
advised to return for evaluation if symptoms recur. Detection 
of certain BV-associated organisms have been associated with 
antimicrobial resistance and might determine risk for subse-
quent treatment failure (328–333). Limited data are available 
regarding optimal management strategies for women with early 
treatment failure. Using a different treatment regimen might 
be an option in patients who have a recurrence; however, re-
treatment with the same topical regimen is another acceptable 
approach for treating recurrent BV during the early stages of 
infection (334). For women with multiple recurrences after 
completion of a recommended regimen, metronidazole gel 
twice weekly for 4-6 months has been shown to reduce recur-
rences, although this benefit might not persist when suppressive 
therapy is discontinued (335). Limited data suggest that oral 
nitroimidazole followed by intravaginal boric acid and suppres-
sive metronidazole gel for those women in remission might be 
an option in women with recurrent BV (336). Monthly oral 
metronidazole administered with fluconazole has also been 
evaluated as suppressive therapy (337).
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Management of Sex Partners
The results of clinical trials indicate that a woman’s response 

to therapy and the likelihood of relapse or recurrence are not 
affected by treatment of her sex partner(s). Therefore, routine 
treatment of sex partners is not recommended.

Special Considerations

Allergy or Intolerance to the Recommended 
Therapy

Intravaginal clindamycin cream is preferred in case of allergy 
or intolerance to metronidazole or tinidazole. Intravaginal met-
ronidazole gel can be considered for women who do not toler-
ate systemic metronidazole. Intravaginal metronidazole should 
not be administered to women allergic to metronidazole.

Pregnancy

Treatment is recommended for all pregnant women with 
symptoms. Although BV is associated with adverse pregnancy 
outcomes, including premature rupture of membranes, preterm 
labor, preterm birth, intra-amniotic infection, and postpartum 
endometritis, the only established benefit of therapy for BV in 
pregnant women is the reduction of symptoms and signs of vaginal 
infection. Additional potential benefits include reducing the risk 
for infectious complications associated with BV during pregnancy 
and reducing the risk for other infections (other STDs or HIV).

Several trials have been undertaken to determine the 
efficacy of BV treatment among pregnant women. Two tri-
als demonstrated that metronidazole was efficacious during 
pregnancy using the 250-mg regimen (338,339); however, 
metronidazole administered at 500 mg twice daily can be used. 
One trial involving a limited number of participants revealed 
that treatment with oral metronidazole 500 mg twice daily 
was equally effective as metronidazole gel, with cure rates of 
70% using Amsel criteria to define cure (340), and a recent 
trial demonstrated a cure rate of 85% using Gram stain criteria 
after 4 weeks with oral clindamycin (341). Multiple studies 
and meta-analyses have not demonstrated an association 
between metronidazole use during pregnancy and teratogenic 
or mutagenic effects in newborns (342,343). Regardless of 
the antimicrobial agent used to treat pregnant women, oral 
therapy is preferred because of the possibility of subclinical 
upper-genital–tract infection.

Recommended Regimens for Pregnant Women

Metronidazole 500 mg orally twice a day for 7 days

OR

Metronidazole 250 mg orally three times a day for 7 days

OR

Clindamycin 300 mg orally twice a day for 7 days

Treatment of asymptomatic BV among pregnant women 
who are at high risk for preterm delivery (i.e., those with a 
previous preterm birth) has been evaluated by several studies, 
which have yielded mixed results. Seven trials have evaluated 
treatment of pregnant women with asymptomatic BV at 
high risk for preterm delivery; one showed harm (344), two 
showed no benefit (345,346), and four demonstrated benefit 
(338,339,347,348). Therefore, evidence is insufficient to assess 
the impact of screening for BV in pregnant women at high 
risk for preterm delivery (85). 

Similarly, data are inconsistent regarding whether the 
treatment of asymptomatic pregnant women with BV who 
are at low risk for preterm delivery reduces adverse outcomes 
of pregnancy. Although USPSTF recommends against screen-
ing these women (85), one trial demonstrated a 40% reduc-
tion in spontaneous preterm birth among women using oral 
clindamycin during weeks 13–22 of gestation (348). Several 
additional trials have shown that intravaginal clindamycin 
given at an average gestation of later than 20 weeks did not 
reduce preterm birth, and in three of these trials, intravaginal 
clindamycin cream administered at 16–32 weeks’ gestation was 
associated with an increase in adverse events (e.g., low birth 
weight and neonatal infections) in newborns (346,349–351). 
Providers should be aware that intravaginal clindamycin cream 
might be associated with adverse outcomes if used in the latter 
half of pregnancy.

HIV Infection

BV appears to recur with higher frequency in HIV-positive 
women (352). Patients who have BV and also are infected with 
HIV should receive the same treatment regimen as those who 
are HIV negative. 

Trichomoniasis
Trichomoniasis is caused by the protozoan T. vaginalis. 

Some men who are infected with T. vaginalis might not have 
symptoms; others have NGU. Some women have symptoms 
characterized by a diffuse, malodorous, yellow-green vaginal 
discharge with vulvar irritation. However, many women have 
minimal or no symptoms. Because of the high prevalence 
of trichomoniasis in clinical and nonclinical settings 
(64,92,353,354), testing for T. vaginalis should be performed 
in women seeking care for vaginal discharge. Screening for 
T. vaginalis in women can be considered in those at high risk 
for infection (i.e., women who have new or multiple partners, 
have a history of STDs, exchange sex for payment, and use 
injection drugs).

Diagnosis of vaginal trichomoniasis is usually performed 
by microscopy of vaginal secretions, but this method has a 
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sensitivity of only approximately 60%–70% and requires 
immediate evaluation of wet preparation slide for optimal 
results. FDA-cleared tests for trichomoniasis in women include 
OSOM Trichomonas Rapid Test (Genzyme Diagnostics, 
Cambridge, Massachusetts), an immunochromatographic 
capillary flow dipstick technology, and the Affirm VP III 
(Becton Dickenson, San Jose, California), a nucleic acid probe 
test that evaluates for T. vaginalis, G. vaginalis, and C. albicans. 
Each of these tests, which are performed on vaginal secretions, 
have a sensitivity of >83% and a specificity of >97%. Both 
tests are considered point-of-care diagnostics. The results of 
the OSOM Trichomonas Rapid Test are available in approxi-
mately 10 minutes, whereas results of the Affirm VP III are 
available within 45 minutes. Although these tests tend to be 
more sensitive than those requiring vaginal wet preparation, 
false positives might occur, especially in populations with a 
low prevalence of disease.

Culture is another sensitive and highly specific commer-
cially available method of diagnosis. Among women in whom 
trichomoniasis is suspected but not confirmed by microscopy, 
vaginal secretions should be cultured for T. vaginalis. While the 
sensitivity of a Pap test for T. vaginalis diagnosis is poor, use of 
a liquid-based testing has demonstrated enhanced sensitivity; 
however, false-positive tests can occur, and confirmatory testing 
might be needed in some circumstances (355). An FDA-cleared 
PCR assay for detection of gonorrhea and chlamydial infec-
tion (Amplicor, manufactured by Roche Diagnostic Corp.) 
has been modified for T. vaginalis detection in vaginal or 
endocervical swabs and in urine from women and men; sensi-
tivity ranges from 88%–97% and specificity from 98%–99% 
(356). APTIMA T. vaginalis Analyte Specific Reagents (ASR; 
manufactured by Gen-Probe, Inc.) also can detect T. vaginalis 
RNA by transcription-mediated amplification using the same 
instrumentation platforms available for the FDA-cleared 
APTIMA Combo2 assay for diagnosis of gonorrhea and chla-
mydial infection; published validation studies of T. vaginalis 
ASR found sensitivity ranging from 74%–98% and specificity 
of 87%–98% (357–359). Laboratories that use the Gen-Probe 
APTIMA Combo2 test for detection of N. gonorrhoeae and 
C. trachomatis can consider adding the T. vaginalis ASR to their 
testing armentarium, as long as the necessary CLIA verification 
studies have been conducted. 

In men, wet preparation is not a sensitive test, and no 
approved point-of-care tests are available. Culture testing 
of urethral swab, urine, or semen is one diagnostic option; 
however, NAATs (i.e., PCR or transcription-mediated ampli-
fication [TMA]) have superior sensitivity for T. vaginalis 
diagnosis in men (356,359). T. vaginalis has not been found 
to infect oral sites, and rectal prevalence appears low in MSM 

(360). Therefore, oral and rectal testing for T. vaginalis is not 
recommended.

Recommended Regimens

Metronidazole 2 g orally in a single dose

OR

Tinidazole 2 g orally in a single dose

Alternative Regimen

Metronidazole 500 mg orally twice a day for 7 days*

* Patients should be advised to avoid consuming alcohol during treatment 
with metronidazole or tinidazole. Abstinence from alcohol use should 
continue for 24 hours after completion of metronidazole or 72 hours 
after completion of tinidazole.

The nitroimidazoles comprise the only class of drugs use-
ful for the oral or parenteral therapy of trichomoniasis. Of 
these drugs, metronidazole and tinidazole are available in the 
United States and are cleared by the FDA for the treatment of 
trichomoniasis. In randomized clinical trials, the recommended 
metronidazole regimens have resulted in cure rates of approxi-
mately 90%–95%, and the recommended tinidazole regimen 
has resulted in cure rates of approximately 86%–100%. 
The appropriate treatment of sex partners might increase 
these reported rates. Randomized controlled trials compar-
ing single 2-g doses of metronidazole and tinidazole suggest 
that tinidazole is equivalent or superior to metronidazole in 
achieving parasitologic cure and resolution of symptoms (361). 
Treatment of patients and sex partners results in relief of symp-
toms, microbiologic cure, and reduction of transmission.

Metronidazole gel is considerably less efficacious for the 
treatment of trichomoniasis (<50%) than oral preparations 
of metronidazole. Topically applied antimicrobials (e.g., met-
ronidazole gel) are unlikely to achieve therapeutic levels in the 
urethra or perivaginal glands; therefore, use of this gel is not 
recommended. Several other topically applied antimicrobials 
occasionally have been used for treatment of trichomoniasis; 
however, these preparations likely are no more effective than 
metronidazole gel.

Follow-Up
Because of the high rate of reinfection among patients in 

whom trichomoniasis was diagnosed (17% were reinfected 
within 3 months in one study), rescreening for T. vaginalis 
at 3 months following initial infection can be considered for 
sexually active women with trichomoniasis; the benefit of this 
approach, however, has not been fully evaluated (64). No data 
support rescreening in men diagnosed with T. vaginalis. While 
most recurrent T. vaginalis infections are thought to result from 
having sex with an untreated partner (i.e., reinfection), some 



60 MMWR December 17, 2010

recurrent cases can be attributed to diminished susceptibility 
to metronidazole. Low-level metronidazole resistance has 
been identified in 2%–5% of cases of vaginal trichomoniasis 
(362,363), but high-level resistance only rarely occurs. 
Fortunately, infections caused by most of these organisms 
respond to tinidazole or higher doses of metronidazole. 
Tinidazole has a longer serum half-life and reaches higher levels 
in genitourinary tissues than metronidazole. In addition, many 
T. vaginalis isolates have lower minimal lethal concentrations 
(MLCs) to tinidazole than metronidazole.

If treatment failure occurs with metronidazole 2-g single 
dose and reinfection is excluded, the patient can be treated 
with metronidazole 500 mg orally twice daily for 7 days. For 
patients failing this regimen, treatment with tinidazole or 
metronidazole at 2 g orally for 5 days should be considered. If 
these therapies are not effective, further management should 
be discussed with a specialist. The consultation should ideally 
include determination of the susceptibility of T. vaginalis to 
metronidazole and tinidazole. Consultation and T. vaginalis 
susceptibility testing is available from CDC (telephone: 404-
718-4141; website: http://www.cdc.gov/std).

Management of Sex Partners
Sex partners of patients with T. vaginalis should be treated. 

Patients should be instructed to abstain from sex until they 
and their sex partners are cured (i.e., when therapy has been 
completed and patient and partner[s] are asymptomatic). 
Existing data suggest that patient-delivered partner therapy 
might have a role in partner management for trichomoniasis; 
however, no one partner management intervention has shown 
superiority over another in reducing reinfection rates (72,73). 
Although no data are available to guide treatment of the male 
partners of women with nitroimidazole treatment failure, on 
the basis of expert opinion, male partners should be evaluated 
and treated with either tinidazole in a single dose of 2 g orally 
or metronidazole twice a day at 500 mg orally for 7 days.

Special Considerations

Allergy, Intolerance, and Adverse Reactions

Metronidazole and tinidazole are both nitroimidazoles. 
Patients with an immediate-type allergy to a nitroimidazole 
can be managed by metronidazole desensitization in consulta-
tion with a specialist (364–366). Topical therapy with drugs 
other than nitroimidazoles can be attempted, but cure rates 
are low (<50%).

Pregnancy

Vaginal trichomoniasis has been associated with adverse 
pregnancy outcomes, particularly premature rupture of 
membranes, preterm delivery, and low birth weight. However, 

metronidazole treatment has not been shown to reduce peri-
natal morbidity. Although some trials suggest the possibility of 
increased prematurity or low birth weight after metronidazole 
treatment, limitations of the studies prevent definitive con-
clusions regarding risks for treatment (367,368). Treatment 
of T. vaginalis might relieve symptoms of vaginal discharge 
in pregnant women and might prevent respiratory or genital 
infection of the newborn and further sexual transmission. 
Clinicians should counsel patients regarding the potential 
risks and benefits of treatment and communicate the option of 
therapy deferral in asymptomatic pregnant women until after 
37 weeks’ gestation. All symptomatic pregnant women should 
not only be considered for treatment regardless of pregnancy 
stage, but be provided careful counseling regarding condom 
use and the continued risk of sexual transmission.

Women can be treated with 2 g metronidazole in a single dose 
at any stage of pregnancy. Multiple studies and meta-analyses 
have not demonstrated an association between metronidazole 
use during pregnancy and teratogenic or mutagenic effects in 
infants (342,343,369). The safety of tinidazole in pregnant 
women, however, has not been well evaluated.

In lactating women who are administered metronidazole, 
withholding breastfeeding during treatment and for 12–24 
hours after the last dose will reduce the exposure of the infant 
to metronidazole. For women treated with tinidazole, inter-
ruption of breastfeeding is recommended during treatment 
and for 3 days after the last dose.

HIV Infection

There is increasing evidence for epidemiologic and bio-
logic interaction between HIV and T. vaginalis (370–375). 
T. vaginalis infection in HIV-infected women might enhance 
HIV transmission by increasing genital shedding of the virus 
(376,377), and treatment for T. vaginalis has been shown to 
reduce HIV shedding (376,377). For sexually active women 
who are HIV-positive, screening for trichomoniasis at entry 
into care with subsequent screening performed at least annually 
is recommended based on the reported prevalence of T. vagina-
lis, the effect of treatment at reducing vaginal HIV shedding, 
and the potential complications of upper-genital-tract infec-
tions among women who are left untreated (130,370–375). 
Rescreening 3 months after completion of therapy should be 
considered among HIV-positive women with trichomoniasis, 
a recommendation based on the high proportion of recurrent 
or persistent infection and the association between HIV and 
T. vaginalis infection (64,374,378).

A recent randomized clinical trial involving women coin-
fected with trichomoniasis and HIV demonstrated that a 
single dose of metronidazole 2 gm orally was not as effective 
as 500 mg twice daily for 7 days (379). Therefore, a multi-

http://www.cdc.gov/std


Vol. 59 / RR-12 Recommendations and Reports 61

dose treatment regimen for T. vaginalis can be considered in 
HIV-infected women. 

Vulvovaginal Candidiasis
VVC usually is caused by C. albicans, but occasionally is 

caused by other Candida sp. or yeasts. Typical symptoms of 
VVC include pruritus, vaginal soreness, dyspareunia, external 
dysuria, and abnormal vaginal discharge. None of these symp-
toms is specific for VVC. An estimated 75% of women will 
have at least one episode of VVC, and 40%–45% will have 
two or more episodes within their lifetime. On the basis of 
clinical presentation, microbiology, host factors, and response 
to therapy, VVC can be classified as either uncomplicated or 
complicated (Box 3). Approximately 10%–20% of women 
will have complicated VVC that necessitates diagnostic and 
therapeutic considerations.

Uncomplicated VVC

Diagnostic Considerations

A diagnosis of Candida vaginitis is suggested clinically by the 
presence of external dysuria and vulvar pruritus, pain, swelling, 
and redness. Signs include vulvar edema, fissures, excoriations, 
or thick, curdy vaginal discharge. The diagnosis can be made 
in a woman who has signs and symptoms of vaginitis when 
either 1) a wet preparation (saline, 10% KOH) or Gram stain 
of vaginal discharge demonstrates yeasts, hyphae, or pseudohy-
phae or 2) a culture or other test yields a yeast species. Candida 
vaginitis is associated with a normal vaginal pH (<4.5), and 
therefore, pH testing is not a useful diagnostic tool. Use of 10% 
KOH in wet preparations improves the visualization of yeast 
and mycelia by disrupting cellular material that might obscure 
the yeast or pseudohyphae. Examination of a wet mount with 
KOH preparation should be performed for all women with 
symptoms or signs of VVC, and women with a positive result 
should receive treatment. For women with negative wet mounts 
who are symptomatic, vaginal cultures for Candida should be 
considered. If the wet mount is negative and Candida cultures 
cannot be done, empiric treatment can be considered for 
symptomatic women with any sign of VVC on examination. 
Identifying Candida by culture in the absence of symptoms or 
signs is not an indication for treatment, because approximately 
10%–20% of women harbor Candida sp. and other yeasts in 
the vagina. VVC can occur concomitantly with STDs. Most 
healthy women with uncomplicated VVC have no identifiable 
precipitating factors.

Treatment

Short-course topical formulations (i.e., single dose and regi-
mens of 1–3 days) effectively treat uncomplicated VVC. The 

topically applied azole drugs are more effective than nystatin. 
Treatment with azoles results in relief of symptoms and negative 
cultures in 80%–90% of patients who complete therapy.

Recommended Regimens

Over-the-Counter Intravaginal Agents:

Butoconazole 2% cream 5 g intravaginally for 3 days

OR

Clotrimazole 1% cream 5 g intravaginally for 7–14 days

OR

Clotrimazole 2% cream 5 g intravaginally for 3 days

OR

Miconazole 2% cream 5 g intravaginally for 7 days

OR

Miconazole 4% cream 5 g intravaginally for 3 days

OR

Miconazole 100 mg vaginal suppository, one suppository for 7 days

OR

Miconazole 200 mg vaginal suppository, one suppository for 3 days

OR

Miconazole 1,200 mg vaginal suppository, one suppository for 1 day

OR

Tioconazole 6.5% ointment 5 g intravaginally in a single application

Prescription Intravaginal Agents:

Butoconazole 2% cream (single dose bioadhesive product), 5 g 
intravaginally for 1 day

OR

Nystatin 100,000-unit vaginal tablet, one tablet for 14 days

OR

Terconazole 0.4% cream 5 g intravaginally for 7 days

OR

Terconazole 0.8% cream 5 g intravaginally for 3 days

OR

Terconazole 80 mg vaginal suppository, one suppository for 3 days

Oral Agent:

Fluconazole 150 mg oral tablet, one tablet in single dose

The creams and suppositories in this regimen are oil-based 
and might weaken latex condoms and diaphragms. Patients 
and providers should refer to condom product labeling for 
further information.

Intravaginal preparations of butaconazole, clotrimazole, 
miconazole, and tioconazole are available over-the-counter 
(OTC). Women whose condition has previously been diag-
nosed with VVC are not necessarily more capable of diagnosing 
themselves; therefore, any woman whose symptoms persist after 
using an OTC preparation or who has a recurrence of symp-
toms within 2 months should be evaluated with office-based 
testing. Unnecessary or inappropriate use of OTC preparations 
is common and can lead to a delay in the treatment of other 
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vulvovaginitis etiologies, which can result in adverse clinical 
outcomes.

Follow-Up

Patients should be instructed to return for follow-up visits 
only if symptoms persist or recur within 2 months of onset of 
the initial symptoms.

Management of Sex Partners

VVC is not usually acquired through sexual intercourse; 
no data support the treatment of sex partners. A minority of 
male sex partners might have balanitis, which is characterized 
by erythematous areas on the glans of the penis in conjunction 
with pruritus or irritation. These men benefit from treatment 
with topical antifungal agents to relieve symptoms.

Special Considerations

Allergy, Intolerance, and Adverse Reactions
Topical agents usually cause no systemic side effects, although 

local burning or irritation might occur. Oral agents occasionally 
cause nausea, abdominal pain, and headache. Therapy with the 
oral azoles has been associated rarely with abnormal elevations of 
liver enzymes. Clinically important interactions can occur when 
these oral agents are administered with other drugs, including 
astemizole, calcium channel antagonists, cisapride, cyclosporin 
A, oral hypoglycemic agents, phenytoin, protease inhibitors, 
tacrolimus, terfenadine, theophylline, trimetrexate, rifampin, 
and warfarin.

Complicated VVC

Recurrent Vulvovaginal Candidiasis (RVVC)

RVVC, usually defined as four or more episodes of symp-
tomatic VVC in 1 year, affects a small percentage of women 
(<5%). The pathogenesis of RVVC is poorly understood, and 
most women with RVVC have no apparent predisposing or 
underlying conditions. Vaginal cultures should be obtained 
from patients with RVVC to confirm the clinical diagnosis 
and to identify unusual species (including nonalbicans spe-
cies), particularly Candida glabrata. Although C. glabrata and 
other nonalbicans Candidia species are observed in 10%–20% 
of patients with RVVC, C. glabrata does not form pseudohy-
phae or hyphae and is not easily recognized on microscopy. 
Conventional antimycotic therapies are not as effective against 
these species as they are against C. albicans.

Treatment
Each individual episode of RVVC caused by C. albicans 

responds well to short-duration oral or topical azole therapy. 
However, to maintain clinical and mycologic control, some 
specialists recommend a longer duration of initial therapy 
(e.g., 7–14 days of topical therapy or a 100-mg, 150-mg, or 
200-mg oral dose of fluconazole every third day for a total of 3 
doses [day 1, 4, and 7]) to attempt mycologic remission before 
initiating a maintenance antifungal regimen.

Maintenance Regimens
Oral fluconazole (i.e., 100-mg, 150-mg, or 200-mg dose) 

weekly for 6 months is the first line of treatment. If this regi-
men is not feasible, topical treatments used intermittently as 
a maintenance regimen can be considered.

Suppressive maintenance antifungal therapies are effective 
in reducing RVVC. However, 30%–50% of women will have 
recurrent disease after maintenance therapy is discontinued. 
Routine treatment of sex partners is controversial. C. albicans 
azole resistance is rare in vaginal isolates, and susceptibility testing 
is usually not warranted for individual treatment guidance.

Severe VVC

Severe vulvovaginitis (i.e., extensive vulvar erythema, 
edema, excoriation, and fissure formation) is associated with 
lower clinical response rates in patients treated with short 
courses of topical or oral therapy. Either 7–14 days of topical 
azole or 150 mg of fluconazole in two sequential doses (second 
dose 72 hours after initial dose) is recommended.

nonalbicans VVC

The optimal treatment of nonalbicans VVC remains 
unknown. Options include longer duration of therapy (7–14 

Uncomplicated VVC 
•	 Sporadic	or	infrequent	vulvovaginal	candidiasis

OR
•	 Mild-to-moderate	vulvovaginal	candidiasis

OR
•	 Likely	to	be	C. albicans

OR
•	 Non-immunocompromised	women

Complicated VVC 
•	 Recurrent	vulvovaginal	candidiasis

OR
•	 Severe	vulvovaginal	candidiasis

OR
•	 Non-albicans	candidiasis

OR
•	 Women	with	 uncontrolled	 diabetes,	 debilitation,	

or immunosuppression

Box 3. Classification of vulvovaginal candidiasis (VVC)
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days) with a nonfluconazole azole drug (oral or topical) as 
first-line therapy. If recurrence occurs, 600 mg of boric acid 
in a gelatin capsule is recommended, administered vaginally 
once daily for 2 weeks. This regimen has clinical and mycologic 
eradication rates of approximately 70% (380). If symptoms 
recur, referral to a specialist is advised.

Special Considerations

Compromised Host

Women with underlying debilitating medical conditions 
(e.g., those with uncontrolled diabetes or those receiving cor-
ticosteroid treatment) do not respond as well to short-term 
therapies. Efforts to correct modifiable conditions should be 
made, and more prolonged (i.e., 7–14 days) conventional 
antimycotic treatment is necessary.

Pregnancy

VVC frequently occurs during pregnancy. Only topical 
azole therapies, applied for 7 days, are recommended for use 
among pregnant women.

HIV Infection

The incidence of VVC in HIV-infected women is unknown. 
Vaginal Candida colonization rates among HIV-infected 
women are higher than among those for seronegative women 
with similar demographic characteristics and high-risk behav-
iors, and the colonization rates correlate with increasing severity 
of immunosuppression. Symptomatic VVC is more frequent 
in seropositive women and similarly correlates with severity of 
immunodeficiency. In addition, among HIV-infected women, 
systemic azole exposure is associated with the isolation of 
nonalbicans Candida species from the vagina.

On the basis of available data, therapy for VVC in HIV-
infected women should not differ from that for seronegative 
women. Although long-term prophylactic therapy with 
fluconazole at a dose of 200 mg weekly has been effective 
in reducing C. albicans colonization and symptomatic VVC 
(381), this regimen is not recommended for routine primary 
prophylaxis in HIV-infected women in the absence of recurrent 
VVC (129). Given the frequency at which RVVC occurs in 
the immmunocompetent healthy population, the occurrence 
of RVVC should not be considered an indication for HIV test-
ing among women previously testing HIV negative. Although 
VVC is associated with increased HIV seroconversion in HIV-
negative women and increased HIV cervicovaginal levels in 
HIV-positive women, the effect of treatment for VVC on HIV 
acquisition and transmission remains unknown.

Pelvic Inflammatory Disease 
PID comprises a spectrum of inflammatory disorders of 

the upper female genital tract, including any combination 
of endometritis, salpingitis, tubo-ovarian abscess, and pelvic 
peritonitis (382). Sexually transmitted organisms, especially 
N. gonorrhoeae and C. trachomatis, are implicated in many 
cases; however, microorganisms that comprise the vaginal 
flora (e.g., anaerobes, G. vaginalis, Haemophilus influenzae, 
enteric Gram-negative rods, and Streptococcus agalactiae) 
also have been associated with PID (383). In addition, 
cytomegalovirus (CMV), M. hominis, U. urealyticum, and 
M. genitalium might be associated with some cases of PID 
(263,384–386). All women who have acute PID should be 
tested for N. gonorrhoeae and C. trachomatis and should be 
screened for HIV infection.

Diagnostic Considerations
Acute PID is difficult to diagnose because of the wide varia-

tion in the symptoms and signs. Many women with PID have 
subtle or mild symptoms. Delay in diagnosis and treatment 
probably contributes to inflammatory sequelae in the upper 
reproductive tract. Laparoscopy can be used to obtain a more 
accurate diagnosis of salpingitis and a more complete bacte-
riologic diagnosis. However, this diagnostic tool frequently 
is not readily available, and its use is not easy to justify when 
symptoms are mild or vague. Moreover, laparoscopy will not 
detect endometritis and might not detect subtle inflammation 
of the fallopian tubes. Consequently, a diagnosis of PID usually 
is based on clinical findings.

The clinical diagnosis of acute PID is imprecise (387,388). 
Data indicate that a clinical diagnosis of symptomatic PID has 
a positive predictive value (PPV) for salpingitis of 65%–90% 
compared with laparoscopy. The PPV of a clinical diagnosis of 
acute PID depends on the epidemiologic characteristics of the 
population, with higher PPVs among sexually active young 
women (particularly adolescents), patients attending STD 
clinics, and those who live in other settings where the rates of 
gonorrhea or chlamydia are high. Regardlesss of PPV, however, 
in all settings, no single historical, physical, or laboratory find-
ing is both sensitive and specific for the diagnosis of acute PID. 
Combinations of diagnostic findings that improve either sen-
sitivity (i.e., detect more women who have PID) or specificity 
(i.e., exclude more women who do not have PID) do so only at 
the expense of the other. For example, requiring two or more 
findings excludes more women who do not have PID but also 
reduces the number of women with PID who are identified.

Many episodes of PID go unrecognized. Although some 
cases are asymptomatic, others are not diagnosed because 
the patient or the health-care provider fails to recognize the 
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implications of mild or nonspecific symptoms or signs (e.g., 
abnormal bleeding, dyspareunia, and vaginal discharge). Because 
of the difficulty of diagnosis and the potential for damage to 
the reproductive health of women (even by apparently mild or 
subclinical PID), health-care providers should maintain a low 
threshold for the diagnosis of PID (382).

The optimal treatment regimen and long-term outcome 
of early treatment of women with asymptomatic or subclini-
cal PID are unknown. The following recommendations for 
diagnosing PID are intended to help health-care providers rec-
ognize when PID should be suspected and when they need to 
obtain additional information to increase diagnostic certainty. 
Diagnosis and management of other common causes of lower 
abdominal pain (e.g., ectopic pregnancy, acute appendicitis, 
and functional pain) are unlikely to be impaired by initiating 
empiric antimicrobial therapy for PID.

Empiric treatment for PID should be initiated in sexually 
active young women and other women at risk for STDs if they are 
experiencing pelvic or lower abdominal pain, if no cause for the 
illness other than PID can be identified, and if one or more of the 
following minimum criteria are present on pelvic examination:

•	 cervical	motion	tenderness
or

•	 uterine	tenderness
or

•	 adnexal	tenderness.
The requirement that all three minimum criteria be pres-

ent before the initiation of empiric treatment could result in 
insufficient sensitivity for the diagnosis of PID. The presence 
of signs of lower-genital–tract inflammation (predominance of 
leukocytes in vaginal secretions, cervical exudates, or cervical 
friability), in addition to one of the three minimum criteria, 
increases the specificity of the diagnosis. Upon deciding 
whether to initiate empiric treatment, clinicians should also 
consider the risk profile of the patient for STDs.

More elaborate diagnostic evaluation frequently is needed 
because incorrect diagnosis and management of PID might 
cause unnecessary morbidity. One or more of the following 
additional criteria can be used to enhance the specificity of the 
minimum criteria and support a diagnosis of PID:

•	 oral	temperature	>101°	F	(>38.3°	C);
•	 abnormal	cervical	or	vaginal	mucopurulent	discharge;
•	 presence	of	abundant	numbers	of	WBC	on	saline	micros-

copy of vaginal fluid;
•	 elevated	erythrocyte	sedimentation	rate;
•	 elevated	C-reactive	protein;	and
•	 laboratory	 documentation	 of	 cervical	 infection	with	

N. gonorrhoeae or C. trachomatis.

Most women with PID have either mucopurulent cervical 
discharge or evidence of WBCs on a microscopic evaluation 
of a saline preparation of vaginal fluid (i.e., wet prep). If the 
cervical discharge appears normal and no WBCs are observed 
on the wet prep of vaginal fluid, the diagnosis of PID is unlikely, 
and alternative causes of pain should be considered. A wet 
prep of vaginal fluid offers the ability to detect the presence of 
concomitant infections (e.g., BV and trichomoniasis).

The most specific criteria for diagnosing PID include: 
•	 endometrial	 biopsy	with	 histopathologic	 evidence	 of	

endometritis;
•	 transvaginal	sonography	or	magnetic	resonance	imaging	

techniques showing thickened, fluid-filled tubes with 
or without free pelvic fluid or tubo-ovarian complex, or 
Doppler studies suggesting pelvic infection (e.g., tubal 
hyperemia); or

•	 laparoscopic	abnormalities	consistent	with	PID.
A diagnostic evaluation that includes some of these more 

extensive procedures might be warranted in some cases. 
Endometrial biopsy is warranted in women undergoing lap-
aroscopy who do not have visual evidence of salpingitis, because 
endometritis is the only sign of PID for some women. 

Treatment
PID treatment regimens must provide empiric, broad 

spectrum coverage of likely pathogens. Several antimicrobial 
regimens have been effective in achieving clinical and micro-
biologic cure in randomized clinical trials with short-term 
follow-up. However, only a limited number of investigations 
have assessed and compared these regimens with regard to 
elimination of infection in the endometrium and fallopian 
tubes or determined the incidence of long-term complications 
(e.g., tubal infertility and ectopic pregnancy) after antimicro-
bial regimens (389–391).

All regimens used to treat PID should also be effective 
against N. gonorrhoeae and C. trachomatis because negative 
endocervical screening for these organisms does not rule out 
upper-reproductive-tract infection. The need to eradicate 
anaerobes from women who have PID has not been determined 
definitively. Anaerobic bacteria have been isolated from the 
upper-reproductive tract of women who have PID, and data 
from in vitro studies have revealed that some anaerobes (e.g., 
Bacteroides fragilis) can cause tubal and epithelial destruction. 
BV also is present in many women who have PID (383,391). 
Until treatment regimens that do not adequately cover these 
microbes have been demonstrated to prevent long-term seque-
lae (e.g., infertility and ectopic pregnancy) as successfully as 
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the regimens that are effective against these microbes, the use 
of regimens with anaerobic activity should be considered. 
Treatment should be initiated as soon as the presumptive 
diagnosis has been made because prevention of long-term 
sequelae is dependent on early administration of appropriate 
antibiotics. When selecting a treatment regimen, health-care 
providers should consider availability, cost, patient acceptance, 
and antimicrobial susceptibility (392).

In women with PID of mild or moderate clinical severity, 
outpatient therapy yields short- and long-term clinical out-
comes similar to inpatient therapy. The decision of whether 
hospitalization is necessary should be based on the judgment 
of the provider and whether the patient meets any of the fol-
lowing suggested criteria:

•	 surgical	 emergencies	 (e.g.,	 appendicitis)	 cannot	 be	
excluded;

•	 the	patient	is	pregnant;
•	 the	patient	does	not	respond	clinically	to	oral	antimicro-

bial therapy;
•	 the	patient	is	unable	to	follow	or	tolerate	an	outpatient	

oral regimen;
•	 the	patient	has	severe	 illness,	nausea	and	vomiting,	or	

high fever; or
•	 the	patient	has	a	tubo-ovarian	abscess.
No evidence is available to suggest that adolescents benefit 

from hospitalization for treatment of PID. The decision to 
hospitalize adolescents with acute PID should be based on 
the	same	criteria	used	for	older	women.	Younger	women	with	
mild-to-moderate acute PID have similar outcomes with either 
outpatient or inpatient therapy, and clinical response to outpa-
tient treatment is similar among younger and older women. 

Parenteral Treatment
For women with PID of mild or moderate severity, paren-

teral and oral therapies appear to have similar clinical efficacy. 
Many randomized trials have demonstrated the efficacy of both 
parenteral and oral regimens (390,391,393). Clinical experi-
ence should guide decisions regarding transition to oral therapy, 
which usually can be initiated within 24–48 hours of clinical 
improvement. In women with tubo-ovarian abscesses, at least 
24 hours of direct inpatient observation is recommended.

Recommended Parenteral Regimen A

Cefotetan 2 g IV every 12 hours

OR

Cefoxitin 2 g IV every 6 hours

PLUS

Doxycycline 100 mg orally or IV every 12 hours

Because of the pain associated with intravenous infusion, 
doxycycline should be administered orally when possible. 
Oral and IV administration of doxycycline provide similar 
bioavailability.

Parenteral therapy can be discontinued 24 hours after clini-
cal improvement, but oral therapy with doxycycline (100 mg 
twice a day) should continue to complete 14 days of therapy. 
When tubo-ovarian abscess is present, clindamycin or metron-
idazole with doxycycline can be used for continued therapy 
rather than doxycycline alone because this regimen provides 
more effective anaerobic coverage.

Limited data are available to support the use of other 
second- or third-generation cephalosporins (e.g., ceftizoxime, 
cefotaxime, and ceftriaxone), which also might be effective 
therapy for PID and could potentially replace cefotetan or 
cefoxitin. However, these cephalosporins are less active than 
cefotetan or cefoxitin against anaerobic bacteria.

Recommended Parenteral Regimen B

Clindamycin 900 mg IV every 8 hours

PLUS

Gentamicin loading dose IV or IM (2 mg/kg of body weight), followed 
by a maintenance dose (1.5 mg/kg) every 8 hours. Single daily dosing 
(3–5 mg/kg) can be substituted.

Although use of a single daily dose of gentamicin has not 
been evaluated for the treatment of PID, it is efficacious in 
analogous situations. Parenteral therapy can be discontinued 
24 hours after clinical improvement; ongoing oral therapy 
should consist of doxycycline 100 mg orally twice a day, or 
clindamycin 450 mg orally four times a day to complete a total 
of 14 days of therapy. When tubo-ovarian abscess is present, 
clindamycin should be continued rather than doxycycline, 
because clindamycin provides more effective anaerobic 
coverage.
Alternative Parenteral Regimens

Limited data are available to support the use of other paren-
teral regimens. The following regimen has been investigated in at 
least one clinical trial and has broad-spectrum coverage (394).

Alternative Parenteral Regimens

Ampicillin/Sulbactam 3 g IV every 6 hours

PLUS

Doxycycline 100 mg orally or IV every 12 hours

Ampicillin/sulbactam plus doxycycline is effective against 
C. trachomatis, N. gonorrhoeae, and anaerobes in women with 
tubo-ovarian abscess. One trial demonstrated high short-term 
clinical cure rates with azithromycin, either as monotherapy 
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for 1 week (500 mg IV for 1 or 2 doses followed by 250 mg 
orally for 5–6 days) or combined with a 12-day course of 
metronidazole (395). 

oral Treatment
Outpatient, oral therapy can be considered for women 

with mild-to-moderately severe acute PID, because the clinical 
outcomes among women treated with oral therapy are similar 
to those treated with parenteral therapy (390). The following 
regimens provide coverage against the frequent etiologic agents 
of PID. Patients who do not respond to oral therapy within 
72 hours should be reevaluated to confirm the diagnosis and 
should be administered parenteral therapy on either an out-
patient or inpatient basis.

Recommended Regimen 

Ceftriaxone 250 mg IM in a single dose

PLUS

Doxycycline 100 mg orally twice a day for 14 days

WITH or WITHOUT

Metronidazole 500 mg orally twice a day for 14 days

OR

Cefoxitin 2 g IM in a single dose and Probenecid, 1 g orally 
administered concurrently in a single dose

PLUS

Doxycycline 100 mg orally twice a day for 14 days

WITH or WITHOUT

Metronidazole 500 mg orally twice a day for 14 days

OR

Other parenteral third-generation cephalosporin (e.g., ceftizoxime or 
cefotaxime)

PLUS

Doxycycline 100 mg orally twice a day for 14 days

WITH or WITHOUT

Metronidazole 500 mg orally twice a day for 14 days

The optimal choice of a cephalosporin is unclear; although 
cefoxitin has better anaerobic coverage, ceftriaxone has better 
coverage against N. gonorrhoeae. A single dose of cefoxitin is 
effective in obtaining short-term clinical response in women 
who have PID. However, the theoretical limitations in coverage 
of anaerobes by recommended cephalosporin antimicrobials 
might require the addition of metronidazole to the treatment 
regimen (393). Adding metronidazole also will effectively treat 
BV, which is frequently associated with PID. No data have 
been published regarding the use of oral cephalosporins for 
the treatment of PID. 

Alternative oral Regimens

Although information regarding other outpatient regimens 
is limited, other regimens have undergone at least one clinical 

trial and have demonstrated broad spectrum coverage. In a 
single clinical trial, amoxicillin/clavulanic acid and doxycycline 
were effective together in obtaining short-term clinical response 
(394); however, gastrointestinal symptoms might limit com-
pliance with this regimen. Azithromycin has demonstrated 
short-term effectiveness in one randomized trial (395), and in 
another study, it was effective when used combination with 
ceftriaxone 250 mg IM single dose and azithromycin 1 g orally 
once a week for 2 weeks (396). When considering alternative 
regimens, the addition of metronidazole should be considered 
because anaerobic organisms are suspected in the etiology of 
PID and metronidazole will also treat BV.

As a result of the emergence of quinolone-resistant Neisseria 
gonorrhoeae, regimens that include a quinolone agent are no 
longer recommended for the treatment of PID. If parenteral 
cephalosporin therapy is not feasible, use of fluoroquinolones 
(levofloxacin 500 mg orally once daily or ofloxacin 400 mg 
twice daily for 14 days) with or without metronidazole (500 
mg orally twice daily for 14 days) can be considered if the 
community prevalence and individual risk for gonorrhea are 
low. Diagnostic tests for gonorrhea must be performed before 
instituting therapy and the patient managed as follows if the 
test is positive.

•	 If	the	culture	for	gonorrhea	is	positive,	treatment	should	
be based on results of antimicrobial susceptibility.

•	 If	 the	 isolate	 is	 determined	 to	 be	 quinolone-resistant	
N. gonorrhoeae (QRNG) or if antimicrobial suscepti-
bility cannot be assessed (e.g., if only NAAT testing is 
available), parenteral cephalosporin is recommended. 
However, if cephalosporin therapy is not feasible, the 
addition of azithromycin 2 g orally as a single dose to a 
quinolone-based PID regimen is recommended.

Follow-Up
Patients should demonstrate substantial clinical improve-

ment (e.g., defervescence; reduction in direct or rebound 
abdominal tenderness; and reduction in uterine, adnexal, and 
cervical motion tenderness) within 3 days after initiation of 
therapy. Patients who do not improve within this period usu-
ally require hospitalization, additional diagnostic tests, and 
surgical intervention.

If no clinical improvement has occurred within 72 hours 
after outpatient oral or parenteral therapy, further assess-
ment should be performed. Subsequent hospitalization and 
an assessment of the antimicrobial regimen and diagnostics 
(including the consideration of diagnostic laparoscopy for 
alternative diagnoses) are recommended in women without 
clinical improvement. Women with documented chlamydial 
or gonococcal infections have a high rate of reinfection within 
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6 months of treatment. Repeat testing of all women who have 
been diagnosed with chlamydia or gonorrhea is recommended 
3–6 months after treatment, regardless of whether their sex 
partners were treated (267). All women diagnosed with acute 
PID should be offered HIV testing.

Management of Sex Partners
Male sex partners of women with PID should be examined 

and treated if they had sexual contact with the patient during 
the 60 days preceding the patient’s onset of symptoms. If a 
patient’s last sexual intercourse was >60 days before onset of 
symptoms or diagnosis, the patient’s most recent sex partner 
should be treated. Patients should be instructed to abstain from 
sexual intercourse until therapy is completed and until they 
and their sex partners no longer have symptoms. Evaluation 
and treatment are imperative because of the risk for reinfection 
of the patient and the strong likelihood of urethral gonococ-
cal or chlamydial infection in the sex partner. Male partners 
of women who have PID caused by C. trachomatis and/or 
N. gonorrhoeae frequently are asymptomatic. 

Sex partners should be treated empirically with regimens 
effective against both of these infections, regardless of the etiol-
ogy of PID or pathogens isolated from the infected woman. 
Even in clinical settings in which only women are treated, 
arrangements should be made to provide care or appropri-
ate referral for male sex partners of women who have PID 
(see Partner Management). Expedited partner treatment and 
enhanced patient referral (see Partner Management) are alterna-
tive approaches to treating male partners of women who have 
chlamydia or gonococcal infections (68,69).

Prevention
Screening and treating sexually active women for chla-

mydia reduces their risk for PID (272). Although BV is 
associated with PID, whether the incidence of PID can 
be reduced by identifying and treating women with BV is 
unclear (383,391).

Special Considerations
Pregnancy

Because of the high risk for maternal morbidity and preterm 
delivery, pregnant women who have suspected PID should be 
hospitalized and treated with parenteral antibiotics.

HIV Infection
Differences in the clinical manifestations of PID between 

HIV-infected women and HIV-negative women have not been 
well delineated. In previous observational studies, HIV-infected 

women with PID were more likely to require surgical inter-
vention; more comprehensive observational and controlled 
studies now have demonstrated that HIV-infected women with 
PID have similar symptoms when compared with uninfected 
controls (397–399), except they were more likely to have a 
tubo-ovarian abscess; both groups of women responded equally 
well to standard parenteral and oral antibiotic regimens. The 
microbiologic findings for HIV-positive and HIV-negative 
women were similar, except HIV-infected women had higher 
rates of concomitant M. hominis, candida, streptococcal, and 
HPV infections and HPV-related cytologic abnormalities. 
Regardlesss of these data, whether the management of immu-
nodeficient HIV-infected women with PID requires more 
aggressive interventions (e.g., hospitalization or parenteral 
antimicrobial regimens) has not been determined.

Intrauterine Contraceptive Devices
IUDs are popular contraceptive choices for women. Both 

levonorgestrel and copper-containing devices are marketed 
in the United States. The risk for PID associated with IUD 
use is primarily confined to the first 3 weeks after insertion 
and is uncommon thereafter (400,401). Given the popularity 
of IUDs, practitioners might encounter PID in IUD users. 
Evidence is insufficient to recommend that the removal of 
IUDs in women diagnosed with acute PID. However, caution 
should be exercised if the IUD remains in place, and close 
clinical follow-up is mandatory. The rate of treatment failure 
and recurrent PID in women continuing to use an IUD is 
unknown, and no data have been collected regarding treatment 
outcomes by type of IUD (e.g., copper or levonorgestrel).

Epididymitis
Acute epididymitis is a clinical syndrome consisting of 

pain, swelling, and inflammation of the epididymis that 
lasts <6 weeks (402). Chronic epididymitis is characterized 
by a ≥6 week history of symptoms of discomfort and/or 
pain in the scrotum, testicle, or epididymis. In most cases of 
acute epididymitis, the testis is also involved in the process 
— a condition referred to as epididymo-orchitis. Chronic 
epididymitis has been subcategorized into inflammatory 
chronic epididymitis, obstructive chronic epididymitis, and 
chronic epididymalgia (403). 

Among sexually active men aged <35 years, acute epididymitis 
is most frequently caused by C. trachomatis or N. gonorrhoeae. 
Acute epididymitis caused by sexually transmitted enteric 
organisms (e.g., Escherichia coli and Pseudomonas spp.) also 
occurs among men who are the insertive partner during anal 
intercourse. Sexually transmitted acute epididymitis usually is 
accompanied by urethritis, which frequently is asymptomatic. 
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In men aged >35 years, sexually transmitted epididymitis is 
uncommon, whereas bacteriuria secondary to obstructive 
urinary disease (e.g., benign prostatic hyperplasia) is more 
common. In this older population, nonsexually transmitted 
epididymitis is associated with urinary tract instrumentation 
or surgery, systemic disease, and immunosuppression. 

Chronic infectious epididymitis is most frequently seen 
in conditions associated with granulomatous reaction; 
Mycobacterium tuberculosis (TB) is the most common granu-
lomatous disease affecting the epididymis. Up to 25% of 
patients can have bilateral disease, with ultrasound demonstrat-
ing an enlarged hyperemic epididymis with multiple cysts and 
calcifications. Tuberculous epididymitis should be suspected in 
all patients with a known history of or recent exposure to TB 
or in patients whose clinical status worsens despite appropriate 
antibiotic treatment.

Diagnostic Considerations
Men who have acute epididymitis typically have unilateral 

testicular pain and tenderness; hydrocele and palpable swelling 
of the epididymis usually are present. Although the inflamma-
tion and swelling usually begin in the tail of the epididymis, 
they can spread to involve the rest of the epididymis and testicle. 
The spermatic cord is usually tender and swollen. Testicular 
torsion, a surgical emergency, should be considered in all cases, 
but it occurs more frequently among adolescents and in men 
without evidence of inflammation or infection. Emergency 
testing for torsion might be indicated when the onset of pain 
is sudden, pain is severe, or the test results available during the 
initial examination do not support a diagnosis of urethritis or 
urinary-tract infection. If the diagnosis is questionable, a urolo-
gist should be consulted immediately because testicular viability 
might be compromised. Radionuclide scanning of the scrotum 
is the most accurate radiologic method of diagnosis, but it is not 
routinely available. Although ultrasound is primarily used for 
ruling out torsion of the spermatic cord in cases of acute scro-
tum swelling, it will often demonstrate epididymal hyperemia 
and swelling in men with epididymitis. However, differentia-
tion between testicular torsion and epididymitis must be made 
on the basis of clinical evaluation, because partial spermatic 
cord torsion can mimic epididymitis on scrotal ultrasound. 
Ultrasound provides minimal utility for men with a clinical 
presentation consistent with epididymitis; a negative ultrasound 
does not alter physician management of clinical epididymitis. 
Ultrasound, therefore, should be reserved for patients with 
scrotal pain who cannot be diagnosed accurately by physical 
examination, history, and objective laboratory findings. 

The evaluation of men for epididymitis should include one 
of the following: 

•	 Gram	stain	of	urethral	secretions	demonstrating	≥5	WBC	
per oil immersion field. Gram stain is the preferred rapid 
diagnostic test for evaluating urethritis because it is highly 
sensitive and specific for documenting both urethritis 
and the presence or absence of gonococcal infection. 
Gonococcal infection is established by documenting the 
presence of WBC containing intracellular Gram-negative 
diplococci on urethral Gram stain.

•	 Positive	 leukocyte	 esterase	 test	 on	 first-void	 urine	 or	
microscopic examination of first-void urine sediment 
demonstrating ≥10 WBC per high power field. 

Culture, nucleic acid hybridization tests, and NAATs are 
available for the detection of both N. gonorrhoeae and C. tra-
chomatis. Culture and nucleic acid hybridization tests require 
urethral swab specimens, whereas amplification tests can be 
performed on urine or urethral specimens. Because of their 
higher sensitivity, amplification tests are preferred for the 
detection of C. trachomatis. Depending on the risk, patients 
whose conditions are associated with acquiring an STD should 
receive testing for other STDs. 

Treatment
Empiric therapy is indicated before laboratory test results are 

available. The goals of treatment of acute epididymitis caused 
by C. trachomatis or N. gonorrhoeae are 1) microbiologic cure of 
infection, 2) improvement of signs and symptoms, 3) preven-
tion of transmission to others, and 4) a decrease in potential 
complications (e.g., infertility or chronic pain). As an adjunct 
to therapy, bed rest, scrotal elevation, and analgesics are rec-
ommended until fever and local inflammation have subsided. 
Because empiric therapy is often initiated before laboratory 
tests are available, all patients should receive ceftriaxone plus 
doxycycline for the initial therapy of epididymitis. Additional 
therapy can include a fluoroquinolone if acute epididymitis is 
not found to be caused by gonorrhea by NAAT or if the infec-
tion is most likely caused by enteric organisms. For men who 
are at risk for both sexually transmitted and enteric organisms 
(e.g., MSM who report insertive anal intercourse), ceftriaxone 
with a fluoroquinolone are recommended. 

Recommended Regimens 

Ceftriaxone 250 mg IM in a single dose

PLUS

Doxycycline 100 mg orally twice a day for 10 days

For acute epididymitis most likely caused by enteric organisms 

Levofloxacin 500 mg orally once daily for 10 days

OR

Ofloxacin 300 mg orally twice a day for 10 days
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Although most patients can be treated on an out-patient basis, 
hospitalization should be considered when severe pain suggests 
other diagnoses (e.g., torsion, testicular infarction, or abscess) 
or when patients are unable or unlikely to comply with an 
antimicrobial regimen. Because high fever is uncommon and 
indicates a complicated infection, these patients should be 
admitted for further evaluation. 

Follow-Up
Patients should be instructed to return to their health-care 

providers if their symptoms fail to improve within 48 hours of 
the initiation of treatment. Signs and symptoms of epididymitis 
that do not subside within 3 days requires re-evaluation of the 
diagnosis and therapy. Swelling and tenderness that persist 
after completion of antimicrobial therapy should be evaluated 
comprehensively. Differential diagnoses include tumor, abscess, 
infarction, testicular cancer, TB, and fungal epididymitis.

Management of Sex Partners
Patients who have acute epididymitis that is confirmed or 

suspected to be caused by N. gonorrhoeae or C. trachomatis 
should be instructed to refer sex partners for evaluation and 
treatment if their contact with the index patient was within 
the 60 days preceding onset of their own symptoms.

Patients should be instructed to abstain from sexual inter-
course until they and their sex partners have been adequately 
treated (i.e., until therapy is completed and patient and partners 
no longer have symptoms). 

Special Considerations 
HIV Infection 

Patients who have uncomplicated acute epididymitis and 
also are infected with HIV should receive the same treatment 
regimen as those who are HIV negative. Other etiologic agents 
have been implicated in acute epididymitis in HIV infec-
tion including CMV, salmonella, toxoplasmosis, Ureaplasma 
urealyticum, Corynebacterium sp., Mycoplasma sp., and Mima 
polymorpha. Fungi and mycobacteria are also more likely to 
cause acute epididymitis in immunosuppressed men than in 
immunocompetent men.

Human Papillomavirus (HPV) 
Infection

More than 100 types of HPV exist, more than 40 of 
which can infect the genital area. Most HPV infections are 
asymptomatic, unrecognized, or subclinical. Oncogenic, or 

high-risk HPV types (e.g., HPV types 16 and 18), are the 
cause of cervical cancers. These HPV types are also associated 
with other anogenital cancers in men and women, includ-
ing penile, vulvar, vaginal, and anal cancer, as well a subset 
of oropharyngeal cancers (404). Nononcogenic, or low-risk 
HPV types (e.g., HPV types 6 and 11), are the cause of genital 
warts and recurrent respiratory papillomatosis. Asymptomatic 
genital HPV infection is common and usually self-limited; it 
is estimated that more than 50% of sexually active persons 
become infected at least once in their lifetime (405). Persistent 
oncogenic HPV infection is the strongest risk factor for devel-
opment of precancers and cancers. 

HPV Tests
HPV tests are available for women aged >30 years undergo-

ing cervical cancer screening. These tests should not be used for 
men, for women <20 years of age, or as a general test for STDs. 
These HPV tests detect viral nucleic acid (i.e., DNA or RNA) 
or capsid protein. Four tests have been approved by the FDA 
for use in the United States: the HC II High-Risk HPV test 
(Qiagen), HC II Low-Risk HPV test (Qiagen), Cervista HPV 
16/18 test, and Cervista HPV High-Risk test (Hologics).

Treatment
Treatment is directed to the macroscopic (i.e., genital warts) 

or pathologic (i.e, precancerous) lesions caused by infection. 
Subclinical genital HPV infection typically clears spontane-
ously, and therefore specific antiviral therapy is not recom-
mended to eradicate HPV infection. In the absence of lesions, 
treatment is not recommended for subclinical genital HPV 
infection whether it is diagnosed by colposcopy, acetic acid 
application, or by laboratory tests for HPV DNA. Treatment 
also is not recommended for cervical intraepithelial neoplasia 
1 (CIN1).

Prevention
Two HPV vaccines are licensed in the United States: a 

bivalent vaccine (Cervarix) containing HPV types 16 and 18 
and a quadrivalent vaccine (Gardasil) vaccine containing HPV 
types 6, 11, 16, and 18. Both vaccines offer protection against 
the HPV types that cause 70% of cervical cancers (i.e., types 
16 and 18), and the quadrivalent HPV vaccine also protects 
against the types that cause 90% of genital warts (i.e., types 
6 and 11). Either vaccine can be administered to girls aged 
11–12 years and can be administered to those as young as 9 
years of age (15,16); girls and women ages 13–26 years who 
have not started or completed the vaccine series also should 
receive the vaccine. HPV vaccine is indicated for girls in this 
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age group, because benefit is greatest if it is administered before 
the onset of sexual activity. The quadrivalent (Gardasil) HPV 
vaccine can also be used in males aged 9–26 years to prevent 
genital warts (17). Administering the vaccine to boys before 
the onset of sexual activity is optimal. Both HPV vaccines are 
administered as a 3-dose series of IM injections over a 6-month 
period, with the second and third doses given 1–2 and then 6 
months after the first dose. Ideally, the same vaccine product 
should be used for the entire 3-dose series. HPV vaccine is 
available for eligible children and adolescents aged <19 years 
through the Vaccines for Children (VFC) program (available 
by calling CDC INFO [800-232-4636]).

Women who have received HPV vaccine should continue 
routine cervical cancer screening because 30% of cervical 
cancers are caused by HPV types other than 16 or 18. In the 
United States, the vaccines are not licensed or recommended 
for use in women >26 years of age. No published data are 
available on the effectiveness, programmatic requirements, or 
cost-effectiveness of administering the HPV vaccine in STD 
clinic settings.

Genital Warts
Of genital warts, 90% are caused by HPV 6 or 11. HPV 

types 6 or 11 are commonly found before, or at the time of, 
detection of genital warts (406). HPV types 16, 18, 31, 33, 
and 35 are found occasionally in visible genital warts (usually as 
coinfections with HPV 6 or 11) and can be associated with foci 
of high-grade intraepithelial neoplasia, particularly in persons 
who are infected with HIV infection. In addition to warts on 
genital areas, HPV types 6 and 11 have been associated with 
conjunctival, nasal, oral, and laryngeal warts.

Genital warts are usually asymptomatic, but depending 
on the size and anatomic location, they can be painful or pru-
ritic. Genital warts are usually flat, papular, or pedunculated 
growths on the genital mucosa. Genital warts occur commonly 
at certain anatomic sites, including around the introitus in 
women, under the foreskin of the uncircumcised penis, and 
on the shaft of the circumcised penis. Genital warts can also 
occur at multiple sites in the anogenital epithelium or within 
the anogenital tract (e.g., cervix, vagina, urethra, perineum, 
perianal skin, and scrotum). Intra-anal warts are observed pre-
dominantly in persons who have had receptive anal intercourse, 
but they can also occur in men and women who do not have 
a history of anal sexual contact. 

Diagnosis of genital warts is usually clinical, made by 
visual inspection. Genital warts can be confirmed by biopsy, 
which might be indicated if 1) the diagnosis is uncertain; 2) 
the lesions do not respond to standard therapy; 3) the disease 

worsens during therapy; 4) the lesion is atypical; 5) the patient 
has comprised immunity; or 6) the warts are pigmented, 
indurated, fixed, bleeding, or ulcerated. Genital warts are usu-
ally asymptomatic, but depending on the size and anatomic 
location, they might be painful or pruritic. The use of HPV 
DNA testing for genital wart diagnosis is not recommended, 
because test results would not alter clinical management of 
the condition.

The application of 3%–5% acetic acid, which causes skin 
color to turn white, has been used by some providers to detect 
HPV-infected genital mucosa. However, acetic acid application 
is not a specific test for HPV infection. Therefore, the routine 
use of this procedure for screening to detect mucosal changes 
attributed to HPV infection is not recommended. 

Treatment
The primary reason for treating genital warts is the ame-

lioration of symptoms (including relieving cosmetic concerns) 
and ultimately, removal of the warts. In most patients, treat-
ment can induce wart-free periods. If left untreated, visible 
genital warts can resolve on their own, remain unchanged, or 
increase in size or number. Available therapies for genital warts 
likely reduce, but probably do not eradicate, HPV infectivity. 
Whether the reduction in HPV viral DNA resulting from treat-
ment reduces future transmission remains unclear. No evidence 
indicates that the presence of genital warts or their treatment 
is associated with the development of cervical cancer.

Regimens
Treatment of genital warts should be guided by the prefer-

ence of the patient, available resources, and the experience of the 
health-care provider. No definitive evidence suggests that any of 
the available treatments are superior to any other, and no single 
treatment is ideal for all patients or all warts. The use of locally 
developed and monitored treatment algorithms has been associ-
ated with improved clinical outcomes and should be encouraged. 
Because of uncertainty regarding the effect of treatment on 
future transmission of HPV and the possibility of spontaneous 
resolution, an acceptable alternative for some persons is to forego 
treatment and wait for spontaneous resolution.

Factors that influence selection of treatment include wart 
size, wart number, anatomic site of the wart, wart morphology, 
patient preference, cost of treatment, convenience, adverse 
effects, and provider experience. Factors that might affect 
response to therapy include the presence of immunosup-
pression and compliance with therapy, which can consist of 
either a single treatment or complete course of treatment. In 
general, warts located on moist surfaces or in intertriginous 
areas respond best to topical treatment. The treatment modality 



Vol. 59 / RR-12 Recommendations and Reports 71

should be changed if a patient has not improved substantially 
after a complete course of treatment or if side effects are severe. 
Most genital warts respond within 3 months of therapy. The 
response to treatment and any side effects should be evaluated 
throughout the course of therapy.

Complications occur rarely when treatment is administered 
properly. Patients should be warned that persistent hypop-
igmentation or hyperpigmentation occurs commonly with 
ablative modalities and has also been described with immune 
modulating therapies (imiquimod). Depressed or hypertrophic 
scars are uncommon but can occur, especially if the patient 
has had insufficient time to heal between treatments. Rarely, 
treatment can result in disabling chronic pain syndromes (e.g., 
vulvodynia and hyperesthesia of the treatment site) or, in the 
case of anal warts, painful defecation or fistulas. A limited 
number of case reports of severe systemic effects resulting 
from treatment with podophyllin resin and interferon have 
been documented.

Treatment regimens are classified into patient-applied and 
provider-applied modalities. Patient-applied modalities are 
preferred by some patients because they can be administered 
in the privacy of the patient’s home. To ensure that patient-
applied modalities are effective, patients must comply with 
the treatment regimen and must be capable of identifying 
and reaching all genital warts. Follow-up visits are not 
required for persons using patient-applied therapy. However, 
follow-up visits after several weeks of therapy enable providers 
to answer any questions patients might have about the use of 
the medication and any side effects they have experienced; 
follow-up visits also facilitate the assessment of a patient’s 
response to treatment. 

Recommended Regimens for External Genital Warts

Patient-Applied:

Podofilox 0.5% solution or gel

OR

Imiquimod 5% cream

OR

Sinecatechins 15% ointment

Provider–Administered:

Cryotherapy with liquid nitrogen or cryoprobe. Repeat applications 
every 1–2 weeks. 

OR

Podophyllin resin 10%–25% in a compound tincture of benzoin 

OR

Trichloroacetic acid (TCA) or Bichloroacetic acid (BCA) 80%–90% 

OR

Surgical removal either by tangential scissor excision, tangential shave 
excision, curettage, or electrosurgery. 

Podofilox is an antimitotic drug that destroys warts, is rela-
tively inexpensive, easy to use, safe, and self-applied. Podofilox 
solution should be applied with a cotton swab, or podofilox 
gel with a finger, to visible genital warts twice a day for 3 days, 
followed by 4 days of no therapy. This cycle can be repeated, 
as necessary, for up to four cycles. The total wart area treated 
should not exceed 10 cm2, and the total volume of podofilox 
should be limited to 0.5 mL per day. If possible, the health-
care provider should apply the initial treatment to demonstrate 
the proper application technique and identify which warts 
should be treated. Mild to moderate pain or local irritation 
might develop after treatment. The safety of podofilox during 
pregnancy has not been established. 

Imiquimod is a topically active immune enhancer that 
stimulates production of interferon and other cytokines. 
Imiquimod cream should be applied once daily at bedtime, 
three times a week for up to 16 weeks (407). The treatment 
area should be washed with soap and water 6–10 hours after 
the application. Local inflammatory reactions, including red-
ness, irritation, induration, ulceration/erosions, and vesicles, 
are common with the use of imiquimod, and hypopigmenta-
tion has also been described (408). Imiquimod might weaken 
condoms and vaginal diaphragms. The safety of imiquimod 
during pregnancy has not been established. 

Sinecatechin ointment, a green-tea extract with an active 
product (catechins), should be applied three times daily (0.5-
cm strand of ointment to each wart) using a finger to ensure 
coverage with a thin layer of ointment until complete clearance 
of warts. This product should not be continued for longer than 
16 weeks (409–411). The medication should not be washed 
off after use. Sexual (i.e., genital, anal, or oral) contact should 
be avoided while the ointment is on the skin. The most com-
mon side effects of sinecatechins 15% are erythema, pruritis/
burning, pain, ulceration, edema, induration, and vesicular 
rash. This medication may weaken condoms and diaphragms. 
No clinical data are available regarding the efficacy or safety of 
sinecatechins compared with other available anogenital wart 
treatment modalities. The medication is not recommended for 
HIV-infected persons, immunocompromised persons, or per-
sons with clinical genital herpes because the safety and efficacy 
of therapy in these settings has not been established. The safety 
of sinecatechins during pregnancy also is unknown. 

Cryotherapy destroys warts by thermal-induced cytolysis. 
Health-care providers must be trained on the proper use of 
this therapy because over- and undertreatment can result in 
complications or low efficacy. Pain after application of the 
liquid nitrogen, followed by necrosis and sometimes blister-
ing, is common. Local anesthesia (topical or injected) might 
facilitate therapy if warts are present in many areas or if the 
area of warts is large.
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Pedophyllin resin 10%–25% should be applied to each 
wart and allowed to air-dry before the treated area comes into 
contact with clothing; overapplication or failure to air dry can 
result in local irritation caused by spread of the compound 
to adjacent areas. The treatment can be repeated weekly, if 
necessary. To avoid the possibility of complications associated 
with systemic absorption and toxicity, two guidelines should 
be followed: 1) application should be limited to <0.5 mL of 
podophyllin or an area of <10 cm2 of warts per session and 
2) the area to which treatment is administered should not 
contain any open lesions or wounds. The preparation should 
be thoroughly washed off 1–4 hours after application to reduce 
local irritation. The safety of podophyllin during pregnancy 
has not been established. Podophyllin resin preparations differ 
in the concentration of active components and contaminants. 
The shelf life and stability of podophyllin preparations are 
unknown.

Both TCA and BCA are caustic agents that destroy warts by 
chemical coagulation of proteins. Although these preparations 
are widely used, they have not been investigated thoroughly. 
TCA solutions have a low viscosity comparable with that of 
water and can spread rapidly if applied excessively; therefore, 
they can damage adjacent tissues. A small amount should be 
applied only to the warts and allowed to dry before the patient 
sits or stands, at which time a white frosting develops. If pain 
is intense, the acid can be neutralized with soap or sodium 
bicarbonate. If an excess amount of acid is applied, the treated 
area should be powdered with talc, sodium bicarbonate (i.e., 
baking soda), or liquid soap preparations to remove unreacted 
acid. This treatment can be repeated weekly, if necessary. 

Surgical therapy has the advantage of usually eliminating 
warts at a single visit. However, such therapy requires sub-
stantial clinical training, additional equipment, and a longer 
office visit. After local anesthesia is applied, the visible genital 
warts can be physically destroyed by electrocautery, in which 
case no additional hemostasis is required. Care must be taken 
to control the depth of electrocautery to prevent scarring. 
Alternatively, the warts can be removed either by tangential 
excision with a pair of fine scissors or a scalpel, by laser, or by 
curettage. Because most warts are exophytic, this procedure 
can be accomplished with a resulting wound that only extends 
into the upper dermis. Hemostasis can be achieved with an 
electrocautery unit or a chemical styptic (e.g., an aluminum 
chloride solution). Suturing is neither required nor indicated 
in most cases if surgical removal is performed properly. Surgical 
therapy is most beneficial for patients who have a large number 
or area of genital warts. Both carbon dioxide laser and surgery 
might be useful in the management of extensive warts or 

intraurethral warts, particularly for those persons who have 
not responded to other treatments.

Because all available treatments have shortcomings, some 
clinics employ combination therapy (simultaneous use of two 
or more modalities on the same wart at the same time). Data 
are limited regarding the efficacy or risk of complications 
associated with use of such combinations.

Alternative Regimens 
Alternative regimens include treatment options that might 

be associated with more side effects and/or less data on efficacy. 
Alternative regimens include intralesional interferon, photo-
dynamic therapy, and topical cidofovir. 

Recommended Regimen for Cervical Warts 

For women who have exophytic cervical warts, a biopsy evaluation to 
exclude high-grade SIL must be performed before treatment is initiated. 
Management of exophytic cervical warts should include consultation 
with a specialist.

Recommended Regimens for Vaginal Warts

Cryotherapy with liquid nitrogen. The use of a cryoprobe in the vagina 
is not recommended because of the risk for vaginal perforation and 
fistula formation.

OR

TCA or BCA 80%–90% applied to warts. A small amount should be 
applied only to warts and allowed to dry, at which time a white frosting 
develops. If an excess amount of acid is applied, the treated area should 
be powdered with talc, sodium bicarbonate, or liquid soap preparations 
to remove unreacted acid. This treatment can be repeated weekly, if 
necessary.

Recommended Regimens for Urethral Meatus Warts

Cryotherapy with liquid nitrogen

OR

Podophyllin 10%–25% in compound tincture of benzoin. The 
treatment area and adjacent normal skin must be dry before contact 
with podophyllin. This treatment can be repeated weekly, if necessary. 
The safety of podophyllin during pregnancy has not been established. 
Data are limited on the use of podofilox and imiquimod for treatment of 
distal meatal warts.

Recommended Regimens for Anal Warts

Cryotherapy with liquid nitrogen

OR

TCA or BCA 80%–90% applied to warts. A small amount should be 
applied only to warts and allowed to dry, at which time a white frosting 
develops. If an excess amount of acid is applied, the treated area should 
be powdered with talc, sodium bicarbonate, or liquid soap preparations 
to remove unreacted acid. This treatment can be repeated weekly, if 
necessary.

OR

Surgical removal
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Intra-anal warts should be managed in consultation with 
a specialist. Many persons with warts on the anal mucosa also 
have warts on the rectal mucosa, so persons with anal and/
or intra-anal warts might benefit from an inspection of the 
rectal mucosa by digital examination, standard anoscopy, or 
high-resolution anoscopy. 

Counseling
The following key counseling messages should be conveyed 

to all patients diagnosed with HPV infection:
•	 Genital	HPV	infection	is	very	common.	Many	types	of	

HPV are passed on through genital contact, most often 
during vaginal and anal sexual contact. HPV can also be 
spread by oral sexual contact.

•	 Most	sexually	active	adults	will	get	HPV	at	some	point	
in their lives, though most will never know it because 
HPV infection usually has no signs or symptoms.

•	 In	most	 cases,	HPV	 infection	 clears	 spontaneously,	
without causing any health problems. Nevertheless, some 
infections do progress to genital warts, precancers, and 
cancers. 

•	 The	types	of	HPV	that	cause	genital	warts	are	different	
from the types that can cause anogenital cancers.

•	 Within	an	ongoing	sexual	relationship,	both	partners	are	
usually infected at the time one person is diagnosed with 
HPV infection, even though signs of infection might 
not be apparent.

•	 A	diagnosis	of	HPV	in	one	sex	partner	is	not	indicative	
of sexual infidelity in the other partner.

•	 Treatments	 are	 available	 for	 the	 conditions	 caused	by	
HPV (e.g., genital warts), but not for the virus itself.

•	 HPV	does	not	affect	a	woman’s	fertility	or	ability	to	carry	
a pregnancy to term. 

•	 Correct	and	consistent	male	condom	use	might	 lower	
the chances of giving or getting genital HPV, but such 
use is not fully protective, because HPV can infect areas 
that are not covered by a condom.

•	 Sexually	active	persons	can	lower	their	chances	of	getting	
HPV by limiting their number of partners. However, 
HPV is common and often goes unrecognized; persons 
with only one lifetime sex partner can have the infection. 
For this reason, the only definitive method to avoid giving 
and getting HPV infection and genital warts is to abstain 
from sexual activity. 

•	 Tests	for	HPV	are	now	available	to	help	providers	screen	
for cervical cancer in certain women. These tests are not 
useful for screening adolescent females for cervical cancer, 
nor are they useful for screening for other HPV-related 

cancers or genital warts in men or women. HPV tests 
should not be used to screen:
– men;
– partners of women with HPV; 
– adolescent females; or
– for health conditions other than cervical cancer.

•	 Two	HPV	vaccines	are	available,	both	of	which	offer	pro-
tection against the HPV types that cause 70% of cervical 
cancers (i.e., types 16 and 18); the quadrivalent vaccine 
(Gardasil) also protects against the types that cause 90% 
of genital warts (i.e., types 6 and 11). These vaccines are 
most effective when all doses are administered before 
sexual contact. Either vaccine is recommended for 11- 
and 12-year-old girls and for females aged 13–26 years 
who did not receive or complete the vaccine series when 
they were younger. The quadrivalent HPV vaccine can be 
used in males aged 9–26 years to prevent genital warts. 

The following are specific counseling messages for those 
persons diagnosed with genital warts and their partners: 

•	 Genital	warts	are	not	life	threatening.	If	left	untreated,	
genital warts might go away, stay the same, or grow in 
size or number. Except in very rare and unusual cases, 
genital warts will not turn into cancer.

•	 It	is	difficult	to	determine	how	or	when	a	person	became	
infected with HPV; genital warts can be transmitted to 
others even when no visible signs of warts are present, 
even after warts are treated.

•	 	It	is	not	known	how	long	a	person	remains	contagious	
after warts are treated. It is also unclear whether informing 
subsequent sex partners about a past diagnosis of genital 
warts is beneficial to the health of those partners. 

•	 Genital	warts	commonly	recur	after	treatment,	especially	
in the first 3 months. 

•	 Women	should	get	regular	Pap	tests	as	recommended,	
regardless of vaccination or genital wart history. Women 
with genital warts do not need to get Pap tests more often 
than recommended. 

•	 HPV	testing	is	unnecessary	in	sexual	partners	of	persons	
with genital warts.

•	 If	one	sex	partner	has	genital	warts,	both	sex	partners	
benefit from getting screened for other STDs.

•	 Persons	with	 genital	warts	 should	 inform	 current	 sex	
partner(s) because the warts can be transmitted to other 
partners. In addition, they should refrain from sexual 
activity until the warts are gone or removed.

•	 Correct	and	consistent	male	condom	use	can	lower	the	
chances of giving or getting genital warts, but such use 
is not fully protective because HPV can infect areas that 
are not covered by a condom.
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•	 The	Gardasil	vaccine,	which	has	been	approved	for	use	in	
males and females aged 9–26 years, protects against the HPV 
types that cause 90% of genital warts (i.e., types 6 and 11).

Special Considerations
Pregnancy

Imiquimod, sinecatechins, podophyllin, and podofilox 
should not be used during pregnancy. Genital warts can prolif-
erate and become friable during pregnancy. Although removal 
of warts during pregnancy can be considered, resolution might 
be incomplete or poor until pregnancy is complete. Rarely, 
HPV types 6 and 11 can cause respiratory papillomatosis 
in infants and children, although the route of transmission 
(i.e., transplacental, perinatal, or postnatal) is not completely 
understood. Whether cesarean section prevents respiratory 
papillomatosis in infants and children also is unclear (412); 
therefore, cesarean delivery should not be performed solely 
to prevent transmission of HPV infection to the newborn. 
Cesarean delivery is indicated for women with genital warts 
if the pelvic outlet is obstructed or if vaginal delivery would 
result in excessive bleeding. Pregnant women with genital 
warts should be counseled concerning the low risk for warts 
on the larynx (recurrent respiratory papillomatosis) in their 
infants or children. 

HIV Infection
Persons who are HIV-infected are more likely to develop 

genital warts then persons who are not HIV-infected (413); 
moreover, lesions are more recalcitrant to treatment due to 
depressed cell-mediated immunity. No data suggest that treat-
ment modalities for external genital warts should be different for 
HIV-infected persons. However, persons who are immunosup-
pressed because of HIV or other reasons might have larger or 
more numerous warts, might not respond as well as immuno-
competent persons to therapy for genital warts, and might have 
more frequent recurrences after treatment (414–416). Squamous 
cell carcinomas arising in or resembling genital warts might occur 
more frequently among immunosuppressed persons, therefore 
requiring biopsy for confirmation of diagnosis for suspicious 
cases. Because of the increased incidence of anal cancer in HIV-
infected MSM, screening for anal intraepithelial neoplasia by 
cytology can be considered (417). However, evidence is limited 
concerning the natural history of anal intraepithelial neoplasias, 
the reliability of screening methods, the safety and response to 
treatments, and the programmatic considerations that would 
support this screening approach.

Squamous Cell Carcinoma in Situ
Persons in whom squamous cell carcinoma in situ of the 

genitalia is diagnosed should be referred to a specialist for 
treatment. Ablative modalities usually are effective, but careful 
follow-up is essential for patient management. 

Cervical Cancer Screening for 
Women Who Attend STD Clinics or 

Have a History of STDs
Women attending STD clinics for the treatment of geni-

tal infection with high-risk types of Human Papillomavirus 
(HR-HPV) might be at increased risk for cervical cancer; 
persistence of HR-HPV can cause cervical cancer and its 
precancerous lesions. One study demonstrated an HR-HPV 
prevalence of 27% among women receiving treatment in an 
STD clinic setting; prevalence was highest among persons aged 
14–19 and decreased with increasing age (418). In an evalua-
tion of women attending STD clinics, over half of women were 
at increased risk for cervical cancer as a result of HPV infection, 
cervical disease, or history of cervical disease compared with 
women without these characteristics (419).

Cervical cytology (i.e., a Pap test) is an effective, low-cost 
screening test for preventing invasive cervical cancer. In a 2004 
survey, 49% of all STD clinics in the United States reported 
providing cervical screening services, and 20% reported use 
of HPV DNA testing (419). 

Current guidelines from USPSTF and ACOG recommend 
that cervical screening begin at age 21 years (96,97). This rec-
ommendation is based on the low incidence of cervical cancer 
and limited utility of screening in younger women (98). ACS 
recommends that women start cervical screening with Pap tests 
after 3 years of initiating sexual activity but by no later than age 
21 years (98). Recommended screening intervals (http://www.
cdc.gov/cancer/cervical/pdf/guidelines.pdf ) should continue 
through 65 years according to USPSTF (http://www.ahrq.
gov/clinic/uspstf/uspscerv.htm) or 70 years according to ACS 
(http://cancer.org/docroot/ped/content/ped_2_3x_acs_cancer 
detection_guidelines_36.asp). 

Screening Recommendations
STD clinics that provide routine cervical screening services 

should follow the available guidelines. However, to ensure 
the provision of adequate care, follow-up and referral sources 
must be in place. Cervical screening should be performed 
using either conventional or liquid-based cytologic tests (i.e., 
Pap tests) and can include HR-HPV DNA tests in specific 
circumstances (420). For cythopathologic and HPV/DNA 

http://www.cdc.gov/cancer/cervical/pdf/guidelines.pdf
http://www.cdc.gov/cancer/cervical/pdf/guidelines.pdf
http://www.ahrq.gov/clinic/uspstf/uspscerv.htm
http://www.ahrq.gov/clinic/uspstf/uspscerv.htm
http://cancer.org/docroot/ped/content/ped_2_3x_acs_cancer_detection_guidelines_36.asp
http://cancer.org/docroot/ped/content/ped_2_3x_acs_cancer_detection_guidelines_36.asp
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testing, STD clinics should use CLIA certified laboratories 
(421) and those that report cytopathology findings according 
to the following Bethesda 2001 terminology (422): atypical 
squamous cells (ASC), low-grade squamous intraepithelial 
lesions (LSIL), and high-grade intraepithelial lesions (HSIL). 
The ASC category is subdivided into atypical squamous cells of 
undetermined significance (ASC-US) and atypical squamous 
cells—cannot exclude HSIL (ASC-H). 

During appointments in which a pelvic examination for 
STD screening is performed, the health-care provider should 
inquire about the result of the patient’s most recent Pap test 
and discuss the following information with the patient:

•	 the	purpose	and	importance	of	a	Pap	test;
•	 the	need	for	regularly	scheduled	Pap	tests	between	21–65	

years of age;
•	 whether	 a	Pap	 test	will	be	obtained	during	 this	 clinic	

visit; and
•	 if	a	Pap	test	will	not	be	obtained	during	this	examination,	

the names of local providers or referral clinics that can 
perform Pap tests and adequately follow up results.

If a woman has not had a Pap test during the previous 12 
months (2-year intervals for women aged 21–29 years and 
3-year intervals for women aged ≥30 years with a history of 
three normal Pap tests) and cervical screening is indicated, 
a Pap test should be obtained as part of the routine pelvic 
examination. Health-care providers should be aware that many 
women frequently equate having a pelvic examination with 
having a Pap test; they erroneously believe that a sample for 
Pap testing was taken, when in reality, only a pelvic examina-
tion was performed. Because self-reports of Pap tests often are 
not accurate, STD clinics should have a protocol for conduct-
ing cervical cancer screening and obtaining a Pap test during 
the routine clinical evaluation of women who do not have 
clinical-record documentation of a normal Pap test within 
the preceding 12 months and do not have another provider 
for screening services.

HPV Tests
HPV tests are available for clinical use and are recom-

mended for the triage of women aged ≥21 years who have 
abnormal Pap test results (ASC-US). Additionally, these tests 
can be used in conjunction with a Pap test (adjunct testing) for 
cervical cancer screening of women aged ≥30 years. These tests 
should not be used for women aged <20 years for screening 
or management of abnormal Pap tests or for STD screening. 
Current FDA-approved HPV tests detect viral nucleic acid 
(DNA). Several FDA-approved tests for high-risk HPV testing 
are available for use in the United States. The Hybrid Capture 2 
High-Risk HPV DNA test (Qiagen, Gaithersburg, Maryland) 

and the Cervista HPV High-Risk test (Hologics, Beford, 
Massachusetts) detect any of 13–14 high-risk HPV types, 
whereas the Cervista HPV 16/18 test detects type-specific 
infection with HPV types 16 and 18. The Digene HC2 HPV 
DNA test (Qiagen, Gaithersburg, Maryland) detects any of 13 
high-risk or five low-risk HPV types, although use of this test 
is not indicated in the STD clinic setting (i.e., only high-risk 
HPV DNA testing is necessary) (423). 

High-risk HPV DNA tests are recommended for the triage 
of women aged ≥21 years who have ASC-US cytology results. 
In addition, these tests are recommended for routine adjunctive 
testing (along with cervical cytology) used to screen women 
aged ≥30 years (424).

HPV DNA testing (including HR HPV and HPV 16/18 tests) 
is not recommended for the following situations (425–427):

•	 deciding	whether	to	vaccinate	for	HPV;
•	 conducting	STD	screening	for	HPV;
•	 triaging	LSIL;	
•	 testing	adolescents	aged	<21	years;	and
•	 screening	for	primary	cervical	cancer	as	a	stand-alone	test	

(i.e., without a Pap test).
Women might benefit from receiving printed information 

about the value of and indication for cervical cancer screening 
(i.e., Pap testing), and they should be provided a clinic visit 
report that states whether a Pap test was obtained during the 
clinic visit. When available, a copy of the Pap test result should 
be provided. Women with abnormal screening or diagnostic 
tests should be referred to clinic settings that employ providers 
who are experienced in managing these cases (see Follow-Up). 
Cervical screening programs should screen women who have 
received HPV vaccination in the same manner as unvaccinated 
women. 

Follow-Up 
Among women aged ≥30 years with normal Pap tests and 

negative tests for HR-HPV, the screening interval can be 
increased to 3 years. At that time, routine testing with either 
a Pap test or a Pap and HR-HPV testing can resume (428).

If the results of the Pap test are abnormal, follow-up care 
should be provided according to the ASCCP 2006 Consensus 
Guidelines for Management of Abnormal Cervical Cytology (429) 
(information regarding management and follow-up care is 
available at http://www.asccp.org). If resources in STD clinics 
do not allow for follow-up of women with abnormal results, 
protocols for referral for follow-up and case management 
should be in place. 

•	 According	 to	American	 Society	 for	Colposcopy	 and	
Cervical Pathology (ASCCP) guidelines, women with 
Pap tests results indicating ASC-H, low- or high-grade 

http://www.asccp.org
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squamous intraepithelial lesion should be referred to a 
clinician who can perform a colposcopic examination 
of the lower genital tract and, if indicated, conduct a 
colposcopically directed biopsy. For women aged <21 
years, referral to colposcopy for ASC-US and LSIL is not 
recommended, because rates of spontaneous clearance are 
high in this population; repeat Pap testing at 12 and 24 
months is recommended for these women.

•	 For	women	 aged	 ≥21	 years	with	 a	 Pap	 test	 report	 of	
ASC-US, three options are available for follow-up man-
agement: 1) prompt colposcopy, 2) repeat Pap tests at 
6 and 12 months, and 3) a high-risk HR HPV DNA 
test. Colposcopy is appropriate if the provider has con-
cerns about adherence with recommended follow-up or 
concerns about other clinical indications. High-grade 
histological changes (i.e., CIN 2 or higher) after colpo-
scopic evaluation for ASC-US Pap test reports is typically 
detected in <12% of cases. If repeat Pap tests are used 
(instead of prompt colposcopy) to follow ASC-US results, 
tests should be performed at 6- and 12-month intervals 
until two consecutive negative results are noted, at which 
time cervical cancer screening at a normal interval for 
age can be resumed. If subsequent Pap tests demonstrate 
ASC or a more serious condition, follow-up should 
be conducted according to ASCCP 2006 Consensus 
Guidelines (424). A third strategy for managing patients 
with ASC-US Pap test results involves testing for high-
risk HPV DNA (423,424,430,431). Whereas conducting 
high-risk HPV testing might not be possible in some 
STD clinics because of resource limitations, such testing 
might be appropriate in other public health clinic set-
tings. HPV tests that detect low-risk HPV types are not 
recommended for use in STD clinics, because they are 
not beneficial in this setting. 

•	 If	 indicated,	high-risk	HPV	DNA	testing	can	be	per-
formed by 1) collecting a specimen for Pap test and HPV 
DNA on the same swab, 2) using a supplied swab at the 
time of the Pap test, if conventional cytology is used, 3) 
reflex testing (if liquid-based cytology is used and enough 
residual material is available in the cytology test vial), or 
4) scheduling a separate follow-up appointment when 
the Pap test report results are known. If the high-risk 
HPV DNA test is negative, a repeat Pap test should be 
performed at 12 months. If the test is positive, the patient 
should be referred immediately for colposcopy, and if 
indicated, directed cervical biopsy. 

Because many public health clinics (including most STD 
clinics) cannot provide clinical follow-up of abnormal Pap tests, 
women with Pap tests demonstrating low- or high-grade SIL 

or ASC-US usually need a referral to other local health-care 
providers or clinics for colposcopy and biopsy. Clinics and 
health-care providers who offer cervical screening services but 
cannot provide appropriate colposcopic follow-up of abnormal 
Pap tests should arrange referral to health-care facilities that 
will promptly evaluate and treat patients and report evaluation 
results to the referring clinic or health-care provider. Clinics and 
health-care providers should develop protocols that identify 
women who miss follow-up appointments so that these women 
can be located and scheduled for needed studies and manage-
ment, and they should reevaluate these protocols routinely. 
Pap-test results, type and location of follow-up appointments, 
and results of follow-up appointment should be clearly docu-
mented in the clinic record. The establishment of colposcopy 
and biopsy services in local health departments, especially in 
circumstances in which referrals are difficult and follow-up is 
unlikely, should be considered if resources are available.

other Management Considerations
The following additional considerations are associated with 

performing Pap tests:
•	 The	Pap	test	should	not	be	considered	a	screening	test	

for STDs.
•	 All	women	receiving	care	in	an	STD-clinic	setting	should	

be considered for cervical cancer screening, regardless of 
sexual orientation (i.e., heterosexual women and those 
who identify themselves as lesbian or bisexual).

•	 If	 a	woman	 is	menstruating,	 a	 conventional	 cytology	
Pap test should be postponed, and the woman should be 
advised to have a Pap test at the earliest opportunity.

•	 If	specific	infections	other	than	HPV	are	identified,	the	
patient might need to have a repeat Pap test after appro-
priate treatment for those infections. However, in most 
instances (even in the presence of some severe infections), 
Pap tests will be reported as satisfactory for evaluation, 
and reliable final reports can be produced without the 
need to repeat the Pap test after treatment is received. 

•	 When	it	is	necessary	to	repeat	the	Pap	test	because	the	
report was interpreted as unsatisfactory, the repeat test 
must be determined by the laboratory to be satisfactory 
and negative before screening can be resumed at regularly 
scheduled intervals.

•	 The	presence	of	a	mucopurulent	discharge	should	not	
delay the Pap test. The test can be performed after care-
ful removal of the discharge with a saline-soaked cotton 
swab.
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•	 In	the	absence	of	other	 indications,	women	who	have	
external genital warts do not need Pap tests more fre-
quently than women who do not have warts.

•	 The	sequence	of	Pap	testing	in	relation	to	collection	of	
other cervicovaginal specimens has not been shown to 
influence Pap test results or their interpretation (432).

•	 Women	who	 have	 had	 a	 total	 hysterectomy	 do	 not	
require a routine Pap test unless the hysterectomy was 
performed because of cervical cancer or its precursor 
lesions. As recommended by ACOG, for women with 
hysterectomy resulting from CIN 2 or higher, cervical 
or vaginal cuff screening can be discontinued once three 
normal Pap tests have been documented. In these situa-
tions, women should be advised to continue follow-up 
with the physician(s) who provided health care at the time 
of the hysterectomy, if possible. In women whose cervix 
remains intact after a hysterectomy, regularly scheduled 
Pap tests should be performed as indicated (433–435).

•	 Health-care	 providers	who	 receive	 basic	 retraining	 on	
Pap-test collection and clinics that use simple quality 
assurance measures are more likely to obtain satisfactory 
test results as determined by the laboratory. The use of 
cytobrushes and brooms also improves the number of 
satisfactory Pap tests.

•	 Although	evidence	supports	the	option	of	HPV	testing	
for the triage of women with ASC-US Pap test results, 
this option might not be feasible in an STD clinic because 
of limited resources. 

•	 Liquid-based	 cytology	 is	 an	 acceptable	 alternative	 to	
conventional Pap tests, as it has similar test-performance 
characteristics.

Special Considerations
Pregnancy

Pregnant women should be screened at the same frequency 
as nonpregnant women; however, recommendations for man-
agement differ in this population (83,84,424). A swab and an 
Ayre’s spatula can be used for obtaining Pap tests in pregnant 
women, but cytobrushes are not recommended.

HIV Infection
Several studies have documented an increased prevalence 

of SIL in HIV-infected women (416,436). The following 
recommendations for Pap test screening among HIV-infected 
women are consistent with most of the guidelines published by 
the U.S. Department of Health and Human Services (HHS) 
(129) and are based partially on the opinions of professionals 
knowledgeable about the care and management of cervical 
cancer and HIV infection in women.

HIV-positive women should be provided cervical cytology 
screening twice (every 6 months) within the first year after 
initial HIV diagnosis and, if both tests are normal, annual 
screening can be resumed thereafter. HIV-positive women with 
ASC-H, LSIL, or HSIL on cytologic screening should undergo 
colposcopic evaluation. Recommendations for management of 
HIV-positive women with ASC-US vary. HHS recommends 
a more conservative management approach (i.e., immediate 
colposcopy), whereas ASCCP recommends that these women 
be managed like HIV-negative women with ASC-US (i.e., 
tested for HR HPV DNA) (424,429).

Adolescents
Prevalence of HR HPV is high among adolescents aged 

<21 years (425). Infections in adolescent patients tend to clear 
rapidly, and lesions caused by these infections also have high 
rates of regression to normal. Therefore, ASCCP and ACOG 
recommend that adolescents with ASC-US or low-grade SIL 
be managed with repeat cytologic testing at 12 months and 
24 months. Only those with HSIL at either follow-up visit 
or persistence of ASC-US or LSIL at 24 months should be 
referred for colposcopic evaluation. 

Counseling Messages for Women 
Receiving Cervical Cancer Screening 
and HPV Testing

When a woman receives abnormal cervical cytology test 
results, she might experience considerable anxiety, distress, 
fear, and confusion, which can serve as barriers to follow-up 
care. Furthermore, a positive HPV DNA test result might 
exacerbate these feelings and might also elicit partner concerns, 
worry about disclosure, and feelings of guilt, anger, and 
stigmatization.

Health-care providers are the most trusted source of infor-
mation about HPV and abnormal cervical cytology test results. 
Therefore, they have an important role to play in educating 
women about high-risk HPV and moderating the psychosocial 
impact of the diagnosis.

STD clinic providers should offer patients counseling and 
information both verbally and in print when delivering HPV 
and Pap test results. Print materials are available at several 
websites (http://www.cdc.gov/std/hpv/common/; http://www.
ashastd.org/hpv/hpv_publications.cfm). The manner in which 
this information is communicated to patients can influence 
the psychological effect of this diagnosis, as well as a woman’s 
likelihood of following up with necessary testing or treatment. 
Providers should frame high-risk HPV in a neutral, nonstig-
matizing context and emphasize its common, asymptomatic, 
and transient nature. Also, the provider should emphasize that 

http://www.cdc.gov/std/hpv/common/
http://www.ashastd.org/hpv/hpv_publications.cfm
http://www.ashastd.org/hpv/hpv_publications.cfm


78 MMWR December 17, 2010

HPV is often shared between partners and can lie dormant for 
many years; having HPV does not imply infidelity, nor should 
it necessarily raise concerns about a partner’s health. 

In counseling women with high-risk HPV infections about 
partner management, messages should be tailored to the indi-
vidual woman’s circumstances. While no evidence supports 
either partner notification (PN) or clinical-evaluation referral 
for partners of patients with high-risk HPV, some women 
might benefit from having an informed discussion about their 
diagnosis with their partners. This type of communication can 
foster partner support and ensure the sharing of information 
that can inform decision-making (e.g., decisions regarding 
condom use).

The following specific key messages should be communi-
cated to patients receiving cervical screening:

•	 The	purpose	of	regular,	lifelong	cervical	cancer	screening	
is to identify cervical cancer precursors, which can be 
treated before progression to cervical cancer.

•	 A	 positive	 high-risk	HPV	DNA	 test	 or	 an	 abnormal	
cervical cytology test is not indicative of cervical cancer. 
Appropriate follow-up is necessary to ensure that cervical 
abnormalities do not progress. 

•	 Some	women	might	have	a	normal	Pap	test	and	a	posi-
tive high-risk HPV test. A positive high risk HPV DNA 
test indicates a HPV infection of the cervix, but does not 
indicate cervical cancer. A normal cervical cytology test 
indicates that no cellular abnormalities were detected at 
the time of testing, but women who have HPV infection 
of the cervix have a higher likelihood of developing cell 
changes, which could lead to cervical cancer over time. 
Follow-up evaluation is essential to monitor cervical 
cytology.

•	 A	Pap	test	that	reveals	ASC-US	indicates	some	abnormal	
areas on the cervix that may require close follow-up or 
treatment so that they do not progress. Additional testing 
might be required to confirm these results. It is essential 
that patients return for all follow-up appointments and 
recommended tests.

Discussion concerning disclosure of a positive high-risk 
HPV test to sex partners might be appropriate and can include 
the following information: 

•	 HPV	 is	 very	 common.	 It	 can	 infect	 the	 genital	 areas	
of both men and women. It usually has no signs or 
symptoms.

•	 Most	sexually	active	persons	get	HPV	at	some	time	in	
their lives, though most will never know it. Even persons 
with only one lifetime sex partner can get HPV if their 
partner was infected.

•	 While	the	 immune	system	clears	HPV	infection	most	
of the time, in some persons, HPV infection does not 
resolve.

•	 No	clinically	validated	test	exists	for	men	to	determine	if	
they have HPV infection. The most common manifesta-
tion of HPV infection in men is genital warts. High-risk 
HPV types seldom cause genital warts.

•	 Partners	who	 are	 in	 a	 long-term	 relationship	 tend	 to	
share HPV. Sexual partners of HPV-infected patients 
also likely have HPV, even though they might have no 
signs or symptoms of infection.

•	 Detection	of	high-risk	HPV	infection	in	a	woman	does	
not mean that the woman or her partner is engaging in 
sexual activity outside of a relationship. HPV infection 
can be present for many years before it is detected, and 
no method can accurately confirm when HPV infection 
was acquired. 

Prevention measures for current and subsequent sex part-
ners and risk reduction should be discussed. Providers should 
counsel women about condom use depending on their cur-
rent circumstances. Consistent condom use by male partners 
of sexually active women can reduce the risk for cervical and 
vulvovaginal HPV infection (25), and condom use by couples 
in long-term partnerships might decrease the time required 
to clear HPV in the infected woman. Skin not covered by a 
condom remains vulnerable to HPV infection. HPV vaccines 
are available and recommended for girls and young women 
aged 9–26 years, even those who have been diagnosed with 
HPV infection. Male partners can be vaccinated with the 
quadrivalent vaccine (Gardasil) to prevent genital warts.

Vaccine-Preventable STDs
Several STDs can be effectively prevented through pre-

exposure vaccination with widely available vaccines, including 
HAV, HBV, and HPV. Vaccines for other STDs (e.g., HIV and 
HSV) are under development or are undergoing clinical trials. 
This guidance focuses largely on integrating the use of available 
vaccines into STD prevention and treatment activities.

Every person being evaluated or treated for an STD 
should receive hepatitis B vaccination unless already vac-
cinated. In addition, some persons (e.g., MSM and IDUs) 
should receive hepatitis A vaccination. 

Hepatitis A
Hepatitis A, caused by infection with HAV, has an incu-

bation period of approximately 28 days (range: 15–50 days). 
HAV replicates in the liver and is shed in high concentrations 
in feces from 2 weeks before to 1 week after the onset of clini-
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cal illness. HAV infection produces a self-limited disease that 
does not result in chronic infection or chronic liver disease 
(CLD). However, 10%–15% of patients experience a relapse of 
symptoms during the 6 months after acute illness. Acute liver 
failure from hepatitis A is rare (overall case-fatality rate: 0.5%). 
The risk for symptomatic infection is directly related to age, 
with >80% of adults having symptoms compatible with acute 
viral hepatitis and most children having either asymptomatic 
or unrecognized infection. Antibody produced in response to 
HAV infection persists for life and confers protection against 
reinfection.

HAV infection is primarily transmitted by the fecal-oral 
route, by either person-to-person contact or through con-
sumption of contaminated food or water. Although viremia 
occurs early in infection and can persist for several weeks 
after onset of symptoms, bloodborne transmission of HAV is 
uncommon. HAV occasionally is detected in saliva in experi-
mentally infected animals, but transmission by saliva has not 
been demonstrated.

In the United States, almost half of all persons with hepatitis 
A report having no risk factor for the disease. Among adults 
with identified risk factors, most cases occur among interna-
tional travelers, household or sexual contacts, nonhousehold 
contacts (e.g., those encountered through play and daycare), 
and IDUs (437). Because transmission of HAV during sexual 
activity probably results from fecal-oral contact, measures typi-
cally used to prevent the transmission of other STDs (e.g., use 
of condoms) do not prevent HAV transmission. In addition, 
efforts to promote good personal hygiene have not been suc-
cessful in interrupting outbreaks of hepatitis A. Vaccination 
is the most effective means of preventing HAV transmission 
among persons at risk for infection (e.g., MSM, illegal drug 
users, and persons with CLD), many of whom might seek 
services in STD clinics.

Diagnosis
The diagnosis of hepatitis A cannot be made on clinical 

grounds alone; serologic testing also is required. The presence 
of IgM antibody to HAV is diagnostic of acute HAV infection. 
A positive test for total anti-HAV indicates immunity to HAV 
infection but does not differentiate current from previous HAV 
infection. Although usually not sensitive enough to detect the 
low level of protective antibody after vaccination, anti-HAV 
tests also might be positive after hepatitis A vaccination.

Treatment
Patients with acute hepatitis A usually require only support-

ive care, with no restrictions in diet or activity. Hospitalization 
might be necessary for patients who become dehydrated 
because of nausea and vomiting and is critical for patients with 

signs or symptoms of acute liver failure. Medications that might 
cause liver damage or are metabolized by the liver should be 
used with caution among persons with hepatitis A.

Prevention
Two products are available for the prevention of HAV infec-

tion: hepatitis A vaccine (Table 2) and immune globulin (IG) 
for IM administration. Hepatitis A vaccines are prepared from 
formalin-inactivated, cell-culture–derived HAV and have been 
available in the United States since 1995, initially for persons 
aged ≥2 years. In 2005, the vaccines were approved by FDA 
for persons aged ≥12 months, and the vaccine is available for 
eligible children and adolescents aged <19 years through the 
VFC program (telephone: 800-232-4636).

Administered IM in a 2-dose series at 0 and 6–12 months, 
these vaccines induce protective antibody levels in virtually 
all adults. By 1 month after the first dose, 94%–100% of 
adults have protective antibody levels; 100% of adults develop 
protective antibody after a second dose. In randomized con-
trolled trials, the equivalent of 1 dose of hepatitis A vaccine 
administered before exposure has been 94%–100% effective in 
preventing clinical hepatitis A (2). Kinetic models of antibody 
decline indicate that protective levels of antibody persist for 
at least 20 years.

IG is a sterile solution of concentrated immunoglobulins 
prepared from pooled human plasma processed by cold ethanol 
fractionation. In the United States, IG is produced only from 
plasma that has tested negative for hepatitis B surface antigen, 
antibodies to HIV and HCV, and HCV RNA. In addition, 
the process used to manufacture IG inactivates viruses (e.g., 
HBV, HCV, and HIV). When administered IM before or 
within 2 weeks after exposure to HAV, IG is >85% effective 
in preventing HAV infections.

A combined hepatitis A and hepatitis B vaccine has been 
developed and licensed for use as a 3-dose series in adults aged 
≥18 years (Table 3). When administered IM on a 0-, 1-, and 
6-month schedule, the vaccine has equivalent immunogenicity 
to that of the monovalent vaccines. 

Pre-exposure Vaccination

Persons in the following groups who are likely to be treated 
in STD clinic settings should be offered hepatitis A vaccine: 
1) all MSM; 2) illegal drug users (of both injection and non-
injection drugs); and 3) persons with CLD, including persons 
with chronic HBV and HCV infection who have evidence of 
CLD.

Prevaccination Serologic Testing for Susceptibility

Approximately one third of the U.S. population has sero-
logic evidence of previous HAV infection, which increases 
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with age and reaches 75% among persons aged >70 years. 
Screening for HAV infection might be cost-effective in popu-
lations where the prevalence of infection is likely to be high 
(e.g., persons aged >40 years and persons born in areas of high 
HAV endemicity). The potential cost-savings of testing should 
be weighed against the cost and the likelihood that testing will 
interfere with initiating vaccination. Vaccination of a person 
who is already immune is not harmful.

Postvaccination Serologic Testing

Postvaccination serologic testing is not indicated because 
most persons respond to the vaccine. In addition, the com-
mercially available serologic test is not sensitive enough to 
detect the low, but protective, levels of antibody produced by 
vaccination.

Postexposure Prophylaxis

Persons who recently have been exposed to HAV and 
who previously have not received hepatitis A vaccine should 
be administered a single dose of single-antigen vaccine or 
IG (0.02 mL/kg) as soon as possible. Information about the 
relative efficacy of vaccine compared with IG postexposure is 
limited, and no data are available for persons aged >40 years 
or those with underlying medical conditions. Therefore, deci-
sions to use vaccine or IG should take into account patient 
characteristics associated with more severe manifestations of 
hepatitis A, including older age and CLD.

For healthy persons aged 12 months to 40 years, single-
antigen hepatitis A vaccine at the age-appropriate dose is 
preferred over IG because of vaccine advantages, including 
long-term protection and ease of administration. For persons 
aged >40 years, IG is preferred because of the absence of infor-
mation regarding vaccine performance and the more severe 

manifestations of hepatitis A in this age group; vaccine can be 
used if IG cannot be obtained. The magnitude of the risk for 
HAV transmission from the exposure should be considered in 
decisions to use IG or vaccine. IG should be used for children 
aged <12 months, immunocompromised persons, persons who 
have had diagnosed CLD, and persons for whom vaccine is 
contraindicated.

If IG is administered to persons for whom hepatitis A vac-
cine also is recommended, a dose of vaccine should be provided 
simultaneously with IG. The second vaccine dose should be 
administered according to the licensed schedule to complete 
the series. The efficacy of IG or vaccine when administered >2 
weeks after exposure has not been established (438).

Special Considerations
Limited data indicate that vaccination of persons with 

CLD and of persons with advanced HIV infection results in 
lower seroprotection rates and antibody concentrations (4). 
In HIV-infected persons, antibody response might be directly 
related to CD4+ levels.

Hepatitis B
Hepatitis B is caused by infection with the hepatitis B virus 

(HBV). The incubation period from the time of exposure to 
onset of symptoms is 6 weeks to 6 months. The highest con-
centrations of HBV are found in blood, with lower concentra-
tions found in other body fluids including wound exudates, 
semen, vaginal secretions, and saliva (439,440). HBV is more 
infectious and relatively more stable in the environment than 
other bloodborne pathogens like HCV and HIV.

HBV infection can be self-limited or chronic. In adults, 
only approximately half of newly acquired HBV infections 
are symptomatic, and approximately 1% of reported cases 
result in acute liver failure and death. Risk for chronic infec-
tion is inversely related to age at acquisition; approximately 
90% of infected infants and 30% of infected children aged <5 
years become chronically infected, compared with 2%–6% of 
persons who become infected as adults. Among persons with 
chronic HBV infection, the risk for premature death from cir-
rhosis or hepatocellular carcinoma (HCC) is 15%–25%.

HBV is efficiently transmitted by percutaneous or mucous 
membrane exposure to blood or body fluids that contain blood. 
The primary risk factors associated with infection among ado-
lescents and adults are unprotected sex with an infected partner, 
unprotected sex with more than one partner, MSM, history of 
other STDs, and illegal injection-drug use. In addition, several 
studies have demonstrated the horizontal transmission of HBV, 
including through premastication, as a less common source of 
transmission (441,442).

TABLE 2. Recommended regimens: dose and schedule for hepatitis 
A vaccines

Vaccine Age (yrs) Dose Volume (mL)
Two-dose schedule 

(months)*

HAVRIX† 1–18  720 (EL.U.) 0.5 0 (6–12)
>18  1,440 (EL.U.) 1.0 0 (6–12)

VAQTA§ 1–18  25 (U) 0.5 0 (6–18)
>18  50 (U) 1.0 0 (6–18)

Source: CDC. Prevention of hepatitis A through active or passive immunization: 
recommendations of the Advisory Committee on Immunization Practices (ACIP). 
MMWR 2006;55(No. RR-7).
Abbreviations: EL.U = Enzyme-linked immunosorbent assay (ELISA) units; 
U = units.
* 0 months represents timing of the initial dose; subsequent numbers represent 

months after the initial dose.
† Hepatitis A vaccine, inactivated, GlaxoSmithKline Biologicals; this vaccine is 

also licensed for a 3-dose series in children aged 2–18 years, with 360 EL.U, 
0.5 mL doses at 0, 1, and 6–12 months.

§ Hepatitis A vaccine, inactivated, Merck & Co., Inc.
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CDC’s national strategy to eliminate transmission of HBV 
infection includes 1) prevention of perinatal infection through 
routine screening of all pregnant women for HBsAg and immu-
noprophylaxis of infants born to HBsAg-positive mothers or 
mothers whose HBsAg status is unknown, 2) routine infant 
vaccination, 3) vaccination of previously unvaccinated children 
and adolescents through age 18 years, and 4) vaccination of pre-
viously unvaccinated adults at increased risk for infection (3,4). 
High vaccination coverage rates, with subsequent declines in 
acute hepatitis B incidence, have been achieved among infants 
and adolescents (4,437,443). In contrast, vaccination coverage 
among most high-risk adult groups (e.g., persons with more 
than one sex partner in the previous 6 months, MSM, and 
IDUs) has remained low, and most new infections occur in 
these high-risk groups (3,108,444–446). STD clinics and other 
settings that provide services to high-risk adults are ideal sites 
in which to provide hepatitis B vaccination to adults at risk 
for HBV infection. All unvaccinated adults seeking services in 
these settings should be assumed to be at risk for hepatitis B 
and should be offered hepatitis B vaccination.

Diagnosis
Diagnosis of acute or chronic HBV infection requires 

serologic testing (Table 4). Because HBsAg is present in both 
acute and chronic infection, the presence of IgM antibody to 
hepatitis B core antigen (IgM anti-HBc) is diagnostic of acute 
or recently acquired HBV infection. Antibody to HBsAg (anti-
HBs) is produced after a resolved infection and is the only 
HBV antibody marker present after vaccination. The presence 
of HBsAg and total anti-HBc, with a negative test for IgM 
anti-HBc, indicates chronic HBV infection. The presence of 

anti-HBc alone might indicate a false-positive result or acute, 
resolved, or chronic infection.

Treatment
No specific therapy is available for persons with acute 

hepatitis B; treatment is supportive. Persons with chronic 
HBV infection should be referred for evaluation to a physi-
cian experienced in the management of CLD. Therapeutic 
agents cleared by FDA for treatment of chronic hepatitis B 
can achieve sustained suppression of HBV replication and 
remission of liver disease in some persons. In addition, patients 
with chronic hepatitis B might benefit from screening to detect 
HCC at an early stage.

Prevention
Two products have been approved for hepatitis B preven-

tion: hepatitis B immune globulin (HBIG) and hepatitis B 
vaccine (3,4). HBIG provides temporary (i.e., 3–6 months) 
protection from HBV infection and is typically used as PEP 
either as an adjunct to hepatitis B vaccination in previously 
unvaccinated persons or alone in persons who have not 
responded to vaccination. HBIG is prepared from plasma 
known to contain high concentrations of anti-HBs. The rec-
ommended dose of HBIG is 0.06 mL/kg.

Hepatitis B vaccine contains HBsAg produced in yeast by 
recombinant DNA technology and provides protection from 
HBV infection when used for both pre-exposure vaccination 
and PEP. The two available monovalent hepatitis B vaccines 
for use in adolescents and adults are Recombivax HB (Merck 
and Co., Inc., Whitehouse Station, New Jersey) and Engerix-B 
(GlaxoSmithKline Biologicals, Pittsburgh, Pennsylvania). A 
combination vaccine (hepatitis A and hepatitis B) for use in 

TABLE 3.  Recommended doses of currently licensed formulations of adolescent and adult hepatitis B vaccines

Group

Single-antigen vaccine Combination vaccine

Recombivax HB Engerix-B Twinrix* 

Dose (µg)† Volume (mL) Dose (µg)† Volume (mL) Dose (µg)† Volume (mL)

Adolescents aged 11–19 years§ 5 0.5 10 0.5 NA NA
Adolescents aged 11–15 years¶ 10 1.0 NA NA NA NA
Adults (aged ≥20 years) 10 1.0 20 1.0 20 1.0
Hemodialysis patients and other immunocompromised persons 
aged < 20 years§

5 0.5 10 0.5 NA NA

Hemodialysis patients and other immunocompromised persons 
aged ≥20 years

40** 1.0 40†† 2.0 NA NA

Sources: CDC. A comprehensive immunization strategy to eliminate transmission of hepatitis B virus infection in the United States: recommendations of the Advisory 
Committee on Immunization Practices (ACIP) Part 1: immunization of infants, children, and adolescents. MMWR 2005;54(No. RR-16). CDC. A comprehensive immuni-MMWR 2005;54(No. RR-16). CDC. A comprehensive immuni- CDC. A comprehensive immuni-
zation strategy to eliminate transmission of hepatitis B virus infection in the United States: recommendations of the Advisory Committee on Immunization Practices 
(ACIP) Part II: immunization of adults. MMWR 2006;55(No. RR-16). 
 * Combined hepatitis A and hepatitis B vaccine. This vaccine is recommended for persons aged ≥18 years who are at increased risk for both hepatitis B and hepatitis 

A virus infections.  
 † Recombinant hepatitis B surface antigen protein dose, in micrograms.
 § Pediatric formulation administered on a 3-dose schedule; higher doses might be more immunogenic, but no specific recommendations have been made.
 ¶ Adult formulation administered on a 2-dose schedule.  
 ** Dialysis formulation administered on a 3-dose schedule at 0, 1, and 6 months.
 †† Two 1.0-mL doses of the adult formulation administered at one site on a 4-dose schedule at 0, 1, 2, and 6 months.
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adults, Twinrix (GlaxoSmithKline Biologicals, Pittsburgh, 
Pennsylvania), also is available. The recommended HBV dose 
varies by product and age of recipient (Table 3).

When selecting a hepatitis B vaccination schedule, the 
health-care provider should consider the need to achieve 
completion of the vaccine series. Approved adolescent and 
adult schedules for both monovalent hepatitis B vaccine (i.e., 
Engerix-B and Recombivax HB) include the following: 0, 1, 
and 6 months; 0, 1, and 4 months; and 0, 2, and 4 months. 
A 4-dose schedule of Engerix-B at 0, 1, 2, and 12 months is 
licensed for all age groups. A 2-dose schedule of Recombivax 
HB adult formulation (10 µg) is licensed for adolescents aged 
11–15 years. When scheduled to receive the second dose, ado-
lescents aged >15 years should be switched to a 3-dose series, 
with doses two and three consisting of the pediatric formula-
tion (5 µg) administered on an appropriate schedule. Twinrix 
can be administered to persons aged ≥18 years at risk for both 
HAV and HBV infections at 0, 1, and 6 months.

Hepatitis B vaccine should be administered IM in the 
deltoid muscle and can be administered simultaneously with 
other vaccines. For adolescents and adults, the needle length 
should be 1–2 inches, depending on the recipient’s weight (1 
inch for females weighing <70 kg, 1.5 inches for males weigh-
ing <120 kg, and 2 inches for males and females weighing 
>120 kg and >100 kg, respectively). A 22- to 25-gauge needle 
is recommended. If the vaccine series is interrupted after the 
first or second dose of vaccine, the missed dose should be 
administered as soon as possible. The series does not need to 
be restarted after a missed dose.

In adolescents and healthy adults aged <40 years, 
approximately 30%–55% acquire a protective antibody 

response (anti-HBs ≥10 mIU/mL) after the first vaccine dose, 
75% after the second, and >90% after the third. Vaccine-
induced immune memory has been demonstrated to persist 
for at least 15–20 years. Periodic testing to determine antibody 
levels after routine vaccination in immunocompetent persons 
is not necessary, and booster doses of vaccine are not currently 
recommended.

Hepatitis B vaccination is generally well-tolerated by most 
recipients. Pain at the injection site and low-grade fever are 
reported by a minority of recipients. For children and adoles-
cents, a causal association exists between receipt of hepatitis 
B vaccination and anaphylaxis: for each 1.1 million doses of 
vaccine administered, approximately one vaccinee will experi-
ence this type of reaction. No deaths have been reported in 
these patients (3,4,447). Vaccine is contraindicated in persons 
with a history of anaphylaxis after a previous dose of hepatitis 
B vaccine and in persons with a known anaphylactic reaction 
to any vaccine component. No evidence for a causal association 
has been demonstrated for other adverse events after adminis-
tration of hepatitis B vaccine.

Pre-exposure Vaccination

Hepatitis B vaccination is recommended for all unvaccinated 
adolescents, all unvaccinated adults at risk for HBV infection, 
and all adults seeking protection from HBV infection. For 
adults, acknowledgement of a specific risk factor is not a 
requirement for vaccination.

Hepatitis B vaccine should be routinely offered to all unvac-
cinated persons attending STD clinics and to all unvaccinated 
persons seeking treatment for STDs in other settings. Other 
settings where all unvaccinated adults should be assumed to be 
at risk for hepatitis B and should receive hepatitis B vaccination 

TABLE 4.  Interpretation of serologic test results* for HBV infection

 Serologic marker

InterpretationHBsAg† Total anti-HBc§ IgM¶ anti-HBc Anti-HBs**

– – – – Never infected
+†† – – – Early acute infection; transient (up to 18 days) after vaccination
+ + + – Acute infection
– + + – Acute resolving infection
– + – + Recovered from past infection and immune
+ + – – Chronic infection
– + – – False positive (i.e., susceptible); past infection; “low-level” chronic infection§§; passive transfer to 

infant born to HBsAg-positive mother
– – – + Immune if concentration is >10 mIU/mL,¶¶ passive transfer after HBIG administration

 * Symbol for negative test result, “–“; symbol for positive test result, “+”.
 † Hepatitis B surface antigen.
 § Antibody to hepatitis B core antigen.
 ¶ Immunoglobulin M. 
 ** Antibody to HBsAg.
 †† To ensure that an HBsAg-positive test result is not a false positive, samples with repeatedly reactive HBsAg results should be tested with an FDA-cleared (and, if 

appropriate, neutralizing confirmatory) test. 
 §§ Persons positive for only anti-HBc are unlikely to be infectious except under unusual circumstances involving direct percutaneous exposure to large quantities of 

blood (e.g., blood transfusion and organ transplantation).
 ¶¶ Milli-International Units per milliliter.
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include correctional facilities, facilities providing drug abuse 
treatment and prevention services, health-care settings serving 
MSM, and HIV testing and treatment facilities. All persons 
who receive clinical services in these settings should be offered 
hepatitis B vaccine unless they have a reliable vaccination his-
tory (i.e., a written, dated record of each dose of a complete 
series). In all settings, vaccination should be initiated even when 
completion of the vaccine series cannot be ensured.

Prevaccination Antibody Screening

Prevaccination serologic testing for susceptibility might be 
considered to reduce the cost of vaccinating adult populations 
that have an expected high prevalence (20%–30%) of HBV 
infection (e.g., IDUs and MSM, especially those in older age 
groups). In addition, prevaccination testing for susceptibility is 
recommended for unvaccinated household, sexual, and needle-
sharing contacts of HBsAg-positive persons (108).

Anti-HBc is the test of choice for prevaccination testing; 
persons who are anti-HBc–positive should be tested for HBsAg. 
If persons are determined to be HBsAg negative, no further 
action is required. If persons are determined to be HBsAg 
positive, the person should be referred for medical follow-up 
to include counseling and evaluation for antiviral treatment 
(see Management of HBsAg-Positive Persons). In addition, all 
household members, sex partners, and needle-sharing partners 
of HBsAg-positive persons should be vaccinated.

Serologic testing should not be a barrier to vaccination 
of susceptible persons, especially in populations that are dif-
ficult to access. In most cases, the first vaccine dose should be 
administered immediately after collection of the blood sample 
for serologic testing. Vaccination of persons who are immune 
to HBV infection because of current or previous infection or 
vaccination does not increase the risk for adverse events.

Postvaccination Testing for Serologic Response

Serologic testing for immunity is not necessary after routine 
vaccination of adolescents or adults. However, such testing is 
recommended for persons whose subsequent clinical manage-
ment depends on knowledge of their immune status (e.g., 
health-care workers or public safety workers at high risk for 
continued percutaneous or mucosal exposure to blood or body 
fluids). In addition, postvaccination testing is recommended 
for 1) HIV-infected persons and other immunocompromised 
persons to determine the need for revaccination and the type 
of follow-up testing and 2) sex and needle-sharing partners of 
HBsAg-positive persons to determine the need for revaccina-
tion and for other methods to protect themselves from HBV 
infection.

If indicated, testing should be performed 1–2 months after 
administration of the last dose of the vaccine series by using 

a method that allows determination of a protective level of 
anti-HBs (i.e., ≥10 mIU/mL). Persons determined to have 
anti-HBs levels of <10 mIU/mL after the primary vaccine series 
should be revaccinated with a 3-dose series and provided with 
anti-HBs testing 1–2 months after the third dose. Persons who 
do not respond to revaccination should be tested for HBsAg. 
If HBsAg positive, the person should receive appropriate 
management (see Management of HBsAg-Positive Persons); if 
HBsAg negative, the person should be considered susceptible 
to HBV infection and counseled concerning precautions to 
prevent HBV infection and the need for HBIG PEP for any 
known exposure (see Postexposure Prophylaxis).

Postexposure Prophylaxis 

Both passive-active PEP (the administration of HBIG 
and hepatitis B vaccine at separate sites) and active PEP (the 
administration of hepatitis B vaccination alone) have been 
demonstrated to be highly effective in preventing transmis-
sion after exposure to HBV (4). HBIG alone also has been 
demonstrated to be effective in preventing HBV transmission, 
but with the availability of hepatitis B vaccine, HBIG typically 
is used as an adjunct to vaccination.

Exposure to HBsAg-Positive Source

Unvaccinated persons or persons known not to have 
responded to a complete hepatitis B vaccine series should 
receive both HBIG and hepatitis vaccine as soon as possible 
(preferably ≤24 hours) after a discrete, identifiable exposure 
to blood or body fluids that contain blood from an HBsAg-
positive source (Table 5). Hepatitis B vaccine should be 
administered simultaneously with HBIG at a separate injection 
site, and the vaccine series should be completed by using the 
age-appropriate vaccine dose and schedule (Table 3). Exposed 
persons who are in the process of being vaccinated but who 
have not completed the vaccine series should receive the appro-
priate dose of HBIG (i.e., 0.06 mL/kg) and should complete 
the vaccine series. Exposed persons who are known to have 
responded to vaccination are considered protected; therefore, 
they need no additional doses of vaccine. Persons who have 
written documentation of a complete hepatitis B vaccine series 
who did not receive postvaccination testing should receive a 
single vaccine booster dose. Alternatively, these persons can 
be managed according to guidelines for management of per-
sons with occupational exposure to blood or body fluids that 
contain blood (446).

Exposure to Source with Unknown HBsAg Status

Unvaccinated persons who have a discrete, identifiable 
exposure to blood or body fluids containing blood from a 
source with unknown HBsAg status should receive the hepatitis 
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B vaccine series, with the first dose initiated as soon as pos-
sible after exposure (preferably within 24 hours) and the series 
completed by using the age-appropriate dose and schedule. 
Exposed persons who are not fully vaccinated should complete 
the vaccine series. Exposed persons with written documenta-
tion of a complete hepatitis B vaccine series require no further 
treatment.

Special Considerations

Pregnancy

All pregnant women receiving STD services should be 
tested for HBsAg, regardless of whether they have been 
previously tested or vaccinated. All HBsAg-positive pregnant 
women should be reported to state and local perinatal 
hepatitis B prevention programs. HBsAg-negative pregnant 
women seeking STD treatment who have not been previously 
vaccinated should receive hepatitis B vaccination. Additional 
information regarding management of HBsAg-positive 
pregnant women and their infants is available at http://www.
cdc.gov/mmwr/PDF/rr/rr5416.pdf.

HIV Infection

HIV infection can impair the response to hepatitis B vaccina-
tion. HIV-infected persons should be tested for anti-HBs 1–2 
months after the third vaccine dose (see Postvaccination Testing 
for Serologic Response). Modified dosing regimens, including 
a doubling of the standard antigen dose and administration of 
additional doses, might increase the response rate (130).

Management of HBsAg-Positive Persons

This section provides recommendations for management of 
all HBsAg-positive persons. Additional recommendations for 
management of HBsAg-positive persons who are coinfected 
with HIV are available (130).

•	 All	persons	with	HBsAg-positive	laboratory	results	should	
be reported to the state or local health department.

•	 To	verify	the	presence	of	chronic	HBV	infection,	HBsAg-
positive persons should be retested. The absence of IgM 
anti-HBc or the persistence of HBsAg for 6 months 
indicates chronic HBV infection.

•	 Persons	with	chronic	HBV	infection	should	be	referred	
for evaluation to a physician experienced in the manage-
ment of CLD. Some patients with chronic hepatitis B will 
benefit from early intervention with antiviral treatment 
or screening to detect HCC at an early stage.

•	 Household,	sexual,	and	needle-sharing	contacts	of	chron-
ically infected persons should be identified. Unvaccinated 
sex partners and household and needle-sharing contacts 
should be tested for susceptibility to HBV infection 
(see Prevaccination Antibody Screening) and should 
receive the first dose of hepatitis B vaccine immediately 
after collection of the blood sample for serologic testing. 
Susceptible persons should complete the vaccine series by 
using an age-appropriate vaccine dose and schedule. 

•	 Sex	partners	of	HBsAg-positive	persons	should	be	coun-
seled to use latex condoms (448) to protect themselves 
from sexual exposure to infectious body fluids (e.g., 
semen and vaginal secretions), unless they have been dem-
onstrated to be immune after vaccination (anti-HBs ≥10 
mIU/mL) or previously infected (anti-HBc positive).

•	 To	prevent	or	reduce	the	risk	for	transmission	to	others,	
HBsAg-positive persons should be advised about the risk 
for transmission to household, sexual, and needle-sharing 
contacts and the need for such contacts to receive hepa-
titis B vaccination. HBsAg-positive persons also should 
be advised to:
– use methods (e.g., condoms) to protect nonimmune 

sex partners from acquiring HBV infection from 
sexual activity until the partner can be vaccinated and 
immunity documented;

– cover cuts and skin lesions to prevent spread by infec-
tious secretions or blood;

TABLE 5.  Guidelines for postexposure immunoprophylaxis of unvaccinated persons who have an identifiable exposure to blood or body 
fluids that contain blood

Cause Action

Exposure to an HBsAg*-positive source
Percutaneous (e.g., bite or needlestick) or mucosal exposure to HBsAg-positive blood or body fluids that contain blood Administer hepatitis B vaccine & HBIG†

Sexual or needle-sharing contact of an HBsAg-positive person Administer hepatitis B vaccine & HBIG†

Victim of sexual assault/abuse by a perpetrator who is HBsAg positive Administer hepatitis B vaccine & HBIG†

Exposure to a source with unknown HBsAg status
Victim of sexual assault/abuse by a perpetrator with unknown HBsAg status Administer hepatitis B vaccine†

Percutaneous (e.g., bite or needlestick) or mucosal exposure to blood or body fluids that contain blood from a source 
with unknown HBsAg status

Administer hepatitis B vaccine†

* Hepatitis B surface antigen.
† Immunoprophylaxis should be administered as soon as possible, preferably ≤24 hours.  Studies are limited on the maximum interval after exposure during which 

postexposure prophylaxis is effective, but the interval is unlikely to exceed 7 days for percutaneous exposures and 14 days for sexual exposures. The complete, 3-dose 
hepatitis B vaccine series should be administered.

http://www.cdc.gov/mmwr/PDF/rr/rr5416.pdf
http://www.cdc.gov/mmwr/PDF/rr/rr5416.pdf
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– refrain from donating blood, plasma, body organs, 
other tissue, or semen; and

– refrain from sharing household articles (e.g., tooth-
brushes, razors, or personal injection equipment) that 
could become contaminated with blood. In addition, 
HBsAg-positive persons should refrain from premas-
ticating food provided to susceptible persons.

•	 To	protect	the	liver	from	further	harm,	HBsAg-positive	
persons should be advised to:
– avoid or limit alcohol consumption because of the 

effects of alcohol on the liver;
– refrain from starting any new medicines, including 

OTC and herbal medicines, without checking with 
their health-care provider; and

– obtain vaccination against hepatitis A if liver disease 
is determined to be present.

When seeking medical or dental care, HBsAg-positive per-
sons should be advised to inform their health-care providers of 
their HBsAg status so that they can be appropriately evaluated 
and managed. The following counseling messages should be 
considered for HBsAg-positive persons:

•	 HBV	is	not	usually	spread	by	hugging,	coughing,	food	
or water, sharing eating utensils or drinking glasses, or 
casual contact.

•	 Persons	should	not	be	excluded	from	work,	school,	play,	
child care, or other settings because they are infected with 
HBV.

•	 Involvement	with	a	support	group	might	help	patients	
cope with chronic HBV infection.

Hepatitis C
Hepatitis C virus (HCV) infection is the most common 

chronic bloodborne infection in the United States; an estimated 
3.2 million persons are chronically infected (449). Although 
HCV is not efficiently transmitted sexually, persons at risk for 
infection through injection-drug use might seek care in STD 
treatment facilities, HIV counseling and testing facilities, cor-
rectional facilities, drug treatment facilities, and other public 
health settings where STD and HIV prevention and control 
services are available.

Persons newly infected with HCV typically are either 
asymptomatic or have a mild clinical illness. HCV RNA can 
be detected in blood within 1–3 weeks after exposure. The 
average time from exposure to antibody to HCV (anti-HCV) 
seroconversion is 8–9 weeks, and anti-HCV can be detected in 
>97% of persons by 6 months after exposure. Chronic HCV 
infection develops in 70%–85% of HCV-infected persons; 
60%–70% of chronically infected persons develop evidence 
of active liver disease. Most infected persons remain unaware 

of their infection because they are not clinically ill. However, 
infected persons serve as a source of transmission to others and 
are at risk for CLD and other HCV-related chronic diseases 
for decades after infection.

HCV is transmitted through parenteral exposures to 
contaminated blood, usually through use of injection drugs 
(sharing of needles or works) and to a lesser extent through 
exposures in health-care settings as a consequence of inadequate 
infection-control practices. Transmission rarely follows receipt 
of blood, tissues, and organs from HCV-infected donors 
who were not identified during routine screening activities, 
which have been mandated in the United States since 1992. 
Occupational and perinatal exposures, although less efficient, 
also can result in transmission of HCV.

Sexual transmission of HCV had been considered to occur 
rarely. However, recent data indicate that sexual transmission of 
HCV can occur, especially among HIV-infected persons. CDC 
surveillance data demonstrate that 10% of persons with acute 
HCV infection report contact with a known HCV-infected sex 
partner as their only risk for infection (437). Specific studies 
of HCV transmission between heterosexual or homosexual 
couples have yielded mixed results, but generally have found 
low but increased rates of HCV infection in partners of persons 
with HCV infection compared with those whose partners are 
not HCV-infected (450–455). Several studies have revealed 
that risk increases commensurate with increasing numbers of 
sex partners among heterosexual persons (450,451,456–458) 

and MSM (459–462), especially if those partners are coinfected 
with HIV (459–465). 

Apparent sexual transmission of HCV has recently been 
reported among HIV-infected MSM in multiple European 
cities (464,465)	and	New	York	City	(466). Common practices 
associated with these clusters of infection include serosorting 
(i.e., HIV-infected men having sex with one another), group 
sex, and the use of cocaine and other nonintravenous drugs 
during sex.

All persons with HIV infection should undergo serologic 
testing for HCV at initial evaluation (130,131). HIV-infected 
MSM can also acquire HCV after initial screening. Liver func-
tion tests should be serially monitored for abnormalities that 
could be caused by acute viral hepatitis or medication toxicity. 
HIV-infected persons with new and unexplained increases in 
ALT should be tested for acute HCV infection. To ensure the 
detection of acute HCV infection among HIV-infected MSM 
with high-risk sexual behaviors or concomitant ulcerative 
STDs, routine HCV testing of HIV-infected MSM should 
be considered. Acute hepatitis C is a reportable condition in 
49 states, and matching viral hepatitis and HIV surveillance 
registries can facilitate early detection of social networks of 
HCV transmission among HIV-infected MSM. Suspected 
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clusters of acute infection should be reported to the appropriate 
public health authorities. Unprotected sexual contact between 
HIV-infected partners can facilitate spread of HCV, as the virus 
can be recovered from the semen of men coinfected with HIV 
(467). Specific prevention practices (e.g., barrier precautions 
that limit contact with body fluids during sexual contact with 
other MSM) should be discussed with patients.

Diagnosis and Treatment
Anti-HCV testing is recommended for routine screening of 

asymptomatic persons based on their risk for infection or based 
on a recognized exposure (see Hepatitis C, Prevention). For 
such persons, testing for HCV infection should include the use 
of an FDA-cleared test for antibody to HCV (i.e., immunoas-
say, EIA, or enhanced chemiluminescence imunoassay and, if 
recommended, a supplemental antibody test) (468).

Persons counseled and tested for HCV infection and 
determined to be anti-HCV positive should be evaluated (by 
referral or consultation, if appropriate) for the presence of 
active infection, presence or development of CLD, and possible 
treatment. Nucleic acid testing, including reverse transcriptase 
polymerase chain reaction (RT-PCR) to detect HCV RNA, is 
necessary to confirm the diagnosis of current HCV infection, 
and an elevated ALT level is biochemical evidence of CLD. 
Combination therapy with pegylated interferon and ribavirin 
is the treatment of choice for patients with chronic hepatitis C. 
Providers should consult with specialists knowledgeable about 
management of hepatitis C infection because these experts 
remain cognizant of the latest advances in the field of antiviral 
therapy for acute and chronic hepatitis C. 

Prevention
No vaccine for hepatitis C is available, and prophylaxis 

with immune globulin is not effective in preventing HCV 
infection after exposure. Reducing the burden of HCV infec-
tion and disease in the United States requires implementation 
of both primary and secondary prevention activities. Primary 
prevention reduces or eliminates HCV transmission, whereas 
secondary prevention activities are aimed at reducing CLD 
and other chronic diseases in HCV-infected persons by first 
identifying them and then providing medical management 
and antiviral therapy, if appropriate.

Most scientific evidence demonstrates that although HCV 
can be transmitted sexually, such transmission happens rarely. 
Because incident HCV has not been demonstrated to occur 
in heterosexual partner-pairs followed over time (452–454), 
condom use might not be necessary in such circumstances. 
However, heterosexual and homosexual persons, especially 

those with concurrent HIV infection or with more than one 
partner, should protect themselves and their partners against 
transmission of HCV, HBV, HIV, and other pathogens by use 
of male latex condoms. Condom use is especially important 
for HIV-infected men, who might spread HCV to other men 
though unprotected sexual activity (464–466).

Providers in STD clinics and other primary-care settings 
should identify those persons who should be offered HCV 
counseling and testing. In STD clinics and other settings that 
serve large numbers of persons at high risk for bloodborne 
infections (e.g., correctional settings), the major risk factor 
necessitating screening for HCV infection is past or current 
injection of illegal drugs. Because both HCV and HIV are 
transmitted through injection-drug use, about one fourth of all 
HIV patients are also coinfected with HCV. For this reason, all 
persons with HIV infection should be offered HCV counseling 
and testing. Other risk factors for which routine HCV testing 
is recommended include:

•	 having	had	a	blood	transfusion	or	solid	organ	transplant	
before July 1992;

•	 having	 received	 clotting	 factor	 concentrates	 produced	
before 1987;

•	 having	been	on	long-term	dialysis;	and
•	 having	signs	and	symptoms	of	liver	disease	(e.g.,	abnor-

mal ALT).
Persons who test negative for anti-HCV who had an expo-

sure previously should be reassured that they are not infected. 
Those who test positive for anti-HCV (see Diagnosis and 
Treatment) should be provided information regarding how 
to protect their liver from further harm; for instance, HCV-
positive persons should be advised to avoid drinking alcohol 
and taking any new medicines (including OTC and herbals) 
without checking with their clinician.

To reduce the risk for transmission to others, HCV-positive 
persons should be advised to 1) not donate blood, body organs, 
other tissue, or semen; 2) not share any personal items that 
might have blood on them (e.g., toothbrushes and razors); 
and 3) cover cuts and sores on the skin to keep the virus from 
spreading by blood or secretions. HCV-positive persons with 
one long-term, steady sex partner do not need to change their 
sexual practices. They should discuss the low but present risk 
for transmission with their partner and discuss the need for 
counseling and testing. HCV-positive women do not need to 
avoid pregnancy or breastfeeding.

HCV-positive persons should be evaluated (by referral or 
consultation, if appropriate) to detect active HCV infection 
and the presence of CLD. Evaluation should involve testing 
for liver function, additional assessment of the severity of liver 
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disease, possible treatment, and the determination for the need 
of hepatitis A and B vaccination. 

Regardless of test results, persons who use or inject illegal 
drugs should be counseled to stop using and injecting drugs 
and to enter and complete substance abuse treatment (includ-
ing relapse prevention). Persons who continue to inject drugs 
despite counseling should be encouraged to take the following 
steps to reduce personal and public health risks:

•	 never	reuse	or	share	syringes,	water,	or	drug	preparation	
equipment;

•	 only	use	syringes	obtained	from	a	reliable	source	(e.g.,	
pharmacies);

•	 use	a	new,	sterile	syringe	to	prepare	and	inject	drugs;
•	 if	possible,	use	sterile	water	to	prepare	drugs;	otherwise,	

use clean water from a reliable source (e.g., fresh tap 
water);

•	 use	a	new	or	disinfected	container	(i.e.,	cooker)	and	a	
new filter (i.e., cotton) to prepare drugs;

•	 clean	the	injection	site	before	injection	with	a	new	alcohol	
swab;

•	 safely	dispose	of	syringes	after	one	use;
•	 get	 vaccinated	 for	 hepatitis	A	 and	B	 if	 nonimmune;	

and
•	 get	tested	for	HIV	infection.

Postexposure Follow-Up
No PEP has been demonstrated to be effective against HCV. 

Testing to determine whether HCV infection has developed 
is recommended for health-care workers after percutaneous 
or permucosal exposures to HCV-positive blood. Children 
born to HCV-positive women also should be tested for HCV. 
Prompt identification of acute infection is important, because 
outcomes are improved when treatment is initiated earlier in 
the course of illness. 

Special Considerations
Pregnancy

Routine testing for HCV infection is not recommended for 
all pregnant women. Pregnant women with a known risk factor 
for HCV infection should be offered counseling and testing. 
Patients should be advised that approximately six of every 100 
infants born to HCV-infected woman become infected; this 
infection occurs predominantly during or near delivery, and no 
treatment or delivery method—such as caesarian section—has 
been demonstrated to decrease this risk. The risk is increased, 
however, by the presence of maternal HCV viremia at delivery 
and also is greater (2–3 times) if the woman is coinfected with 
HIV. HCV has not been shown to be transmitted through 

breast milk, although HCV-positive mothers should consider 
abstaining from breastfeeding if their nipples are cracked or 
bleeding. Infants born to HCV-positive mothers should be 
tested for HCV infection and, if positive, evaluated for the 
presence of CLD.

HIV Infection
Because of the high prevalence of HIV/HCV coinfec-

tion and because of critical clinical management issues for 
coinfected persons, all persons with HIV infection should 
undergo serologic testing for HCV. Providers should be aware 
of the likelihood that HIV-infected MSM will acquire HCV 
after initial screening. Liver function tests should be serially 
monitored, and those persons with new and unexplained 
increases in ALT should be tested for acute HCV infection. 
To detect acute HCV infection among HIV-infected MSM 
with high-risk sexual behaviors or concomitant ulcerative 
STDs, routine HCV testing of HIV-infected MSM should be 
considered. Because a small percentage of coinfected persons 
fail to acquire HCV antibodies, HCV RNA should be tested 
in HIV-positive persons with unexplained liver disease who are 
anti-HCV negative. The course of liver disease is more rapid 
in HIV/HCV coinfected persons, and the risk for cirrhosis 
is nearly twice that of persons with HCV infection alone. 
Coinfected persons receiving HIV antiviral regimens are now 
being treated for HCV after their CD4+ cell counts increase, 
optimizing their immune response. 

Proctitis, Proctocolitis, and Enteritis
Sexually transmitted gastrointestinal syndromes include 

proctitis, proctocolitis, and enteritis. Evaluation for these syn-
dromes should include appropriate diagnostic procedures (e.g., 
anoscopy or sigmoidoscopy, stool examination, and culture).

Proctitis is inflammation of the rectum (i.e., the dis-
tal 10–12 cm) that can be associated with anorectal pain, 
tenesmus, or rectal discharge. N. gonorrhoeae, C. trachomatis 
(including LGV serovars), T. pallidum, and HSV are the most 
common sexually transmitted pathogens involved. In patients 
coinfected with HIV, herpes proctitis can be especially severe. 
Proctitis occurs predominantly among persons who participate 
in receptive anal intercourse.

Proctocolitis is associated with symptoms of proctitis, 
diarrhea or abdominal cramps, and inflammation of the 
colonic mucosa extending to 12 cm above the anus. Fecal 
leukocytes might be detected on stool examination, depending 
on the pathogen. Pathogenic organisms include Campylobacter 
sp., Shigella sp., Entamoeba histolytica, and LGV serovars 
of C. trachomatis. CMV or other opportunistic agents can 
be involved in immunosuppressed HIV-infected patients. 
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Proctocolitis can be acquired by the oral route or by oral-anal 
contact, depending on the pathogen.

Enteritis usually results in diarrhea and abdominal cramp-
ing without signs of proctitis or proctocolitis; it occurs among 
persons whose sexual practices include oral-anal contact. In 
otherwise healthy persons, Giardia lamblia is most frequently 
implicated. When outbreaks of gastrointestinal illness occur 
among social or sexual networks of MSM, clinicians should 
consider sexual transmission as a mode of spread and provide 
counseling accordingly. Among HIV-infected patients, gastro-
intestinal illness can be caused by other infections that usually 
are not sexually transmitted, including CMV, Mycobacterium 
avium–intracellulare, Salmonella sp., Campylobacter sp., Shigella 
sp., Cryptosporidium, Microsporidium, and Isospora. Multiple 
stool examinations might be necessary to detect Giardia, and 
special stool preparations are required to diagnose cryptospo-
ridiosis and microsporidiosis. In addition, enteritis can be 
directly caused by HIV infection.

When laboratory diagnostic capabilities are available, 
treatment decisions should be based on the specific diagnosis. 
Diagnostic and treatment recommendations for all enteric 
infections are beyond the scope of these guidelines.

Treatment for Proctitis
Acute proctitis of recent onset among persons who have 

recently practiced receptive anal intercourse is usually sexu-
ally acquired (469,470). Such patients should be examined 
by anoscopy and should be evaluated for infection with HSV, 
N. gonorrhoeae, C. trachomatis, and T. pallidum. If an anorectal 
exudate is detected on examination or if polymorphonuclear 
leukocytes are detected on a Gram-stained smear of anorectal 
secretions, the following therapy should be prescribed while 
awaiting additional laboratory tests.

Recommended Regimen

Ceftriaxone 250 mg IM 

PLUS

Doxycycline 100 mg orally twice a day for 7 days

Patients with suspected or documented herpes proctitis 
should be managed in the same manner as those with genital 
herpes (see Genital HSV Infections). If painful perianal ulcers 
are present or mucosal ulcers are detected on anoscopy, pre-
sumptive therapy should include a regimen for genital herpes 
and LGV. Appropriate diagnostic testing for LGV should be 
conducted in accordance with state or federal guidelines, and 
doxycycline therapy should be administered 100 mg orally 
twice daily for 3 weeks.

For MSM, treatment for LGV proctitis/proctocolitis with 
3 weeks of doxycycline in those with anorectal chlamydia and 
either 1) proctitis (as detected by proctoscopic examination 
and the presence of >10 white-blood cells upon high-power 
field examination of an anorectal smear specimen) or 2) HIV 
infection can be considered.

Follow-Up
Follow-up should be based on specific etiology and sever-

ity of clinical symptoms. Reinfection might be difficult to 
distinguish from treatment failure.

Management of Sex Partners
Partners of persons with sexually transmitted enteric infec-

tions should be evaluated for any diseases diagnosed in the 
index patient.

Ectoparasitic Infections
Pediculosis Pubis

Persons who have pediculosis pubis (i.e., pubic lice) usu-
ally seek medical attention because of pruritus or because 
they notice lice or nits on their pubic hair. Pediculosis pubis 
is usually transmitted by sexual contact.

Recommended Regimens

Permethrin 1% cream rinse applied to affected areas and washed off 
after 10 minutes

OR

Pyrethrins with piperonyl butoxide applied to the affected area and 
washed off after 10 minutes

Alternative Regimens

Malathion 0.5% lotion applied for 8–12 hours and washed off

OR

Ivermectin 250 µg/kg orally, repeated in 2 weeks

Reported resistance to pediculicides has been increasing and 
is widespread (471–473). Malathion can be used when treat-
ment failure is believed to have resulted from drug resistance. 
The odor and long duration of application for malathion make 
it a less attractive alternative than the recommended pedicul-
cides. Ivermectin has been successfully used to treat lice, but it 
has only been evaluated in studies involving a limited number 
of participants.
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other Management Considerations
The recommended regimens should not be applied to the 

eyes. Pediculosis of the eyelashes should be treated by applying 
occlusive ophthalmic ointment to the eyelid margins twice a 
day for 10 days. Bedding and clothing should be decontami-
nated (i.e., either dry cleaned or machine-washed and dried 
using the heat cycle) or removed from body contact for at least 
72 hours. Fumigation of living areas is not necessary.

Patients with pediculosis pubis should be evaluated for 
other STDs.

Follow-Up
Patients should be evaluated after 1 week if symptoms 

persist. Retreatment might be necessary if lice are found or if 
eggs are observed at the hair-skin junction. Patients who do 
not respond to one of the recommended regimens should be 
retreated with an alternative regimen.

Management of Sex Partners
Sex partners that have had sexual contact with the patient 

within the previous month should be treated. Patients should 
abstain from sexual contact with their sex partner(s) until 
patients and partners have been treated and reevaluated to rule 
out persistent disease.

Special Considerations

Pregnancy

Pregnant and lactating women should be treated with 
either permethrin or pyrethrins with piperonyl butoxide; 
lindane and ivermectin are contraindicated in pregnancy and 
lactating women.

HIV Infection

Patients who have pediculosis pubis and also are infected 
with HIV should receive the same treatment regimen as those 
who are HIV negative.

Scabies
The predominant symptom of scabies is pruritus, but 

sensitization to Sarcoptes scabiei occurs before pruritus begins. 
The first time a person is infested with S. scabiei, sensitization 
can take several weeks to develop. However, pruritus might 
occur within 24 hours after a subsequent reinfestation. Scabies 
in adults frequently is sexually acquired, although scabies in 
children usually is not.

Recommended Regimens

Permethrin cream (5%) applied to all areas of the body from the neck 
down and washed off after 8–14 hours

OR

Ivermectin 200 µg/kg orally, repeated in 2 weeks

Alternative Regimen

Lindane (1%) 1 oz. of lotion (or 30 g of cream) applied in a thin layer to 
all areas of the body from the neck down and thoroughly washed off 
after 8 hours

Lindane is not recommended as first-line therapy because 
of toxicity (471). It should only be used as an alternative if 
the patient cannot tolerate other therapies or if other therapies 
have failed.

Lindane should not be used immediately after a bath 
or shower, and it should not be used by persons who have 
extensive dermatitis, women who are pregnant or lactating, or 
children aged <2 years. Lindane resistance has been reported in 
some areas of the world, including parts of the United States 
(474). Seizures have occurred when lindane was applied after a 
bath or used by patients who had extensive dermatitis. Aplastic 
anemia after lindane use also has been reported (471, 474).

Permethrin is effective and safe and less expensive than 
ivermectin (471, 474). One study demonstrated increased 
mortality among elderly, debilitated persons who received 
ivermectin, but this observation has not been confirmed in 
subsequent studies (475).

other Management Considerations
Bedding and clothing should be decontaminated (i.e., 

either dry cleaned or machine-washed and dried using the 
hot cycle) or removed from body contact for at least 72 hours. 
Fumigation of living areas is unnecessary.

Crusted Scabies
Crusted scabies (i.e., Norwegian scabies) is an aggres-

sive infestation that usually occurs in immunodeficient, 
debilitated, or malnourished persons (476). Patients who are 
receiving systemic or potent topical glucocorticoids, organ 
transplant recipients, mentally retarded or physically inca-
pacitated persons, HIV-infected or human T-lymphotrophic 
virus-1-infected persons, and persons with various hemato-
logic malignancies are at risk for developing crusted scabies. 
Crusted scabies is associated with greater transmissibility than 
scabies. No controlled therapeutic studies for crusted scabies 
have been conducted, and the appropriate treatment remains 
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unclear. Substantial risk for treatment failure might exist with 
a single topical scabicide or with oral ivermectin treatment. 
Combined treatment with a topical scabicide and repeated 
treatment with oral ivermectin 200 µg/kg on days 1, 2, 8, 9, 
and 15 are suggested. Additional treatment on days 22 and 
29 might be required for severe cases. Ivermectin should be 
combined with the application of either 5% topical benzyl 
benzoate or 5% topical permethrin (full body application to 
be repeated daily for 7 days then 2 times weekly until release 
from care or cure). Lindane should be avoided because of the 
risks for neurotoxicity associated with both heavy applications 
and denuded skin. Fingernails should be closely trimmed to 
reduce injury from excessive scratching.

Follow-Up
Patients should be informed that the rash and pruritus 

of scabies might persist for up to 2 weeks after treatment. 
Symptoms or signs that persist for >2 weeks can be attributed 
to several factors. Treatment failure can be caused by resistance 
to medication, although faulty application of topical scabicides 
also can contribute to persistence — patients with crusted 
scabies might have poor penetration into thick scaly skin and 
harbor mites in these difficult-to-penetrate layers. Particular 
attention must be given to the fingernails of these patients. 
Reinfection from family members or fomites can occur in 
the absence of appropriate contact treatment and washing of 
bedding and clothing. Even when treatment is successful and 
reinfection is avoided, symptoms can persist or worsen as a 
result of allergic dermatitis. Finally, the presence of household 
mites can cause symptoms to persist as a result of cross reactiv-
ity between antigens. Retreatment can be considered after 1–2 
weeks for patients who are still symptomatic or if live mites 
are present. Treatment with an alternative regimen is recom-
mended for persons who do not respond to the recommended 
treatment.

Management of Sex Partners and 
Household Contacts

Sexual contacts and those that have had close personal or 
household contact with the patient within the preceding month 
should be examined and treated.

Management of outbreaks in Communities, 
nursing Homes, and other Institutional 
Settings

Scabies outbreaks frequently occur in nursing homes, hos-
pitals, residential facilities, and other communities. Control of 
an epidemic can only be achieved by treatment of the entire 
population at risk. Ivermectin can be considered in this setting, 

especially if treatment with topical scabicides fails. Epidemics 
should be managed in consultation with an infectious disease 
specialist.

Special Considerations

Infants, Young Children, and Pregnant or 
Lactating Women

Infants, young children, and pregnant or lactating women 
should not be treated with lindane; however, they can be treated 
with permethrin. Ivermectin is not recommended for pregnant 
or lactating patients, and the safety of ivermectin in children 
who weigh <15 kg has not been determined.

HIV Infection

Patients who have uncomplicated scabies and also are 
infected with HIV should receive the same treatment regimens 
as those who are HIV negative. HIV-infected patients and 
others who are immunosuppressed are at increased risk for 
crusted scabies, for which ivermectin has been reported to 
be effective in noncontrolled studies involving only a limited 
number of participants. HIV-infected patients with crusted 
scabies should be managed in consultation with an infectious 
disease specialist.

Sexual Assault and STDs
Adults and Adolescents

The recommendations in this report are limited to the iden-
tification, prophylaxis, and treatment of STDs and conditions 
commonly identified in the management of such infections. 
The documentation of findings, collection of nonmicrobiologic 
specimens for forensic purposes, and management of potential 
pregnancy or physical and psychological trauma are beyond 
the scope of this report.

Examinations of survivors of sexual assault should be 
conducted by an experienced clinician in a way that minimizes 
further trauma to the survivor. The decision to obtain genital 
or other specimens for STD diagnosis should be made on an 
individual basis. Care systems for survivors should be designed 
to ensure continuity (including timely review of test results), 
support adherence, and monitor for adverse reactions to any 
therapeutic or prophylactic regimens prescribed at initial 
examination. Laws in all 50 states strictly limit the evidentiary 
use of a survivor’s previous sexual history, including evidence 
of previously acquired STDs, as part of an effort to undermine 
the credibility of the survivor’s testimony. Evidentiary privilege 
against revealing any aspect of the examination or treatment 
also is enforced in most states. Although it rarely occurs, STD 
diagnoses might later be accessed, and the survivor and clinician 
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might opt to defer testing for this reason. While collection of 
specimens at initial examination for laboratory STD diagnosis 
gives the survivor and clinician the option to defer empiric 
prophylactic antimicrobial treatment, compliance with follow 
up visits is traditionally poor (477,478). Among sexually 
active adults, the identification of an STD might represent an 
infection acquired prior to the assault, and therefore might be 
more important for the psychological and medical management 
of the patient than for legal purposes.

Trichomoniasis, BV, gonorrhea, and chlamydial infection 
are the most frequently diagnosed infections among women 
who have been sexually assaulted. Such conditions are relatively 
prevalent, and the presence after an assault does not necessarily 
imply acquisition during the assault. However, a postassault 
examination presents an important opportunity to identify 
or prevent STDs. Chlamydial and gonococcal infections in 
women are of particular concern because of the possibility of 
ascending infection. In addition, HBV infection can be pre-
vented by postexposure administration of hepatitis B vaccine. 
Reproductive-aged female survivors should be evaluated for 
pregnancy, if appropriate.

Evaluating Adults and Adolescents for 
Sexually Transmitted Diseases

Initial Examination

An initial examination might include the following 
procedures:

•	 NAATs	 for	C. trachomatis and N. gonorrhoeae. These 
tests are preferred for the diagnostic evaluation of sexual 
assault victims, regardless of the sites of penetration or 
attempted penetration (197).

•	 Wet	mount	 and	 culture	 or	 point-of-care	 testing	 of	 a	
vaginal-swab specimen for T. vaginalis infection. The wet 
mount also should be examined for evidence of BV and 
candidiasis, especially if vaginal discharge, malodor, or 
itching is evident.

•	 A	serum	sample	for	immediate	evaluation	for	HIV	infec-
tion, hepatitis B, and syphilis. Decisions to perform these 
tests should be made on an individual basis. 

Follow-Up Examinations

After the initial postassault examination, follow-up exami-
nations provide an opportunity to 1) detect new infections 
acquired during or after the assault; 2) complete hepatitis B 
vaccination, if indicated; 3) complete counseling and treatment 
for other STDs; and 4) monitor side effects and adherence to 
postexposure prophylactic medication, if prescribed.

Examination for STDs can be repeated within 1–2 weeks of 
the assault. Because infectious agents acquired through assault 
might not have produced sufficient concentrations of organisms 

to result in positive test results at the initial examination, testing 
can be repeated during the follow-up visit, unless prophylactic 
treatment was provided. If treatment was provided, testing should 
be conducted only if the survivor reports having symptoms. If 
treatment was not provided, follow-up examination should be 
conducted within 1 week to ensure that results of positive tests 
can be discussed promptly with the survivor and that treatment 
is provided. Serologic tests for syphilis and HIV infection can 
be repeated 6 weeks, 3 months, and 6 months after the assault 
if initial test results were negative and infection in the assailant 
could not be ruled out (see Sexual Assault and STDs, Risk for 
Acquiring HIV Infection).

Prophylaxis
Compliance with follow-up visits is poor among survivors 

of sexual assault (477,478). As a result, routine preventive 
therapy after a sexual assault should be encouraged. The follow-
ing prophylactic regimen is suggested as preventive therapy:

•	 Postexposure	 hepatitis	B	 vaccination,	without	HBIG.	
This vaccine should be administered to sexual assault 
survivors at the time of the initial examination if they 
have not been previously vaccinated. Follow-up doses 
of vaccine should be administered 1–2 and 4–6 months 
after the first dose.

•	 An	empiric	antimicrobial	regimen	for	chlamydia,	gonor-
rhea, and trichomonas.

•	 Emergency	 contraception.	 (This	measure	 is	 necessary	
only when the assault could result in pregnancy in the 
survivor.)

Recommended Regimens

Ceftriaxone 250 mg IM in a single dose

OR

Cefixime 400 mg orally in a single dose

PLUS

Metronidazole 2 g orally in a single dose

PLUS

Azithromycin 1 g orally in a single dose OR Doxycycline 100 mg orally 
twice a day for 7 days

For those requiring alternative treatments, refer to the 
specific sections in this report relevant to the specific agent. 
The efficacy of these regimens in preventing infections after 
sexual assault has not been evaluated. Clinicians should counsel 
patients regarding the possible benefits and toxicities associated 
with these treatment regimens; gastrointestinal side effects can 
occur with this combination. 



92 MMWR December 17, 2010

other Management Considerations
At the initial examination and, if indicated, at follow-up 

examinations, patients should be counseled regarding 1) 
symptoms of STDs and the need for immediate examination 
if symptoms occur and 2) abstinence from sexual intercourse 
until STD prophylactic treatment is completed.

Risk for Acquiring HIV Infection

HIV seroconversion has occurred in persons whose only 
known risk factor was sexual assault or sexual abuse, but the 
frequency of this occurrence is probably low. In consensual 
sex, the risk for HIV transmission from vaginal intercourse 
is 0.1%–0.2% and for receptive rectal intercourse, 0.5%–3% 
(479). The risk for HIV transmission from oral sex is substan-
tially lower. Specific circumstances of an assault (e.g., bleeding, 
which often accompanies trauma) might increase risk for HIV 
transmission in cases involving vaginal, anal, or oral penetra-
tion. Site of exposure to ejaculate, viral load in ejaculate, and 
the presence of an STD or genital lesions in the assailant or 
survivor also might increase the risk for HIV.

Children might be at higher risk for transmission, because 
the sexual abuse of children is frequently associated with mul-
tiple episodes of assault and might result in mucosal trauma 
(see Sexual Assault or Abuse of Children).

Postexposure therapy with zidovudine was associated with a 
reduced risk for acquiring HIV in a study of health-care work-
ers who had percutaneous exposures to HIV-infected blood 
(480). On the basis of these results and the results of animal 
studies, PEP has been recommended for health-care workers 
who have occupational exposures to HIV (446). These find-
ings have been extrapolated to other types of HIV exposure, 
including sexual assault (78). If HIV exposure has occurred, 
initiation of PEP as soon as possible after the exposure likely 
increases benefit. Although a definitive statement of benefit 
cannot be made regarding PEP after sexual assault, the pos-
sibility of HIV exposure from the assault should be assessed at 
the time of the postassault examination. The possible benefit 
of PEP in preventing HIV infection also should be discussed 
with the assault survivor if the assault poses a risk for HIV 
exposure.

Several factors impact the medical recommendation for 
PEP and affect the assault survivor’s acceptance of that recom-
mendation, including 1) the likelihood of the assailant having 
HIV, 2) any exposure characteristics that might increase the 
risk for HIV transmission, 3) the time elapsed after the event, 
and 4) the potential benefits and risks associated with the PEP 
(78). Determination of the assailant’s HIV status at the time 
of the assault examination usually in not possible. Therefore, 
the health-care provider should assess any available informa-
tion concerning 1) characteristics and HIV risk behaviors of 

the assailant(s) (e.g., a man who has sex with other men and 
persons who use injection drugs or crack cocaine), 2) local 
epidemiology of HIV/AIDS, and 3) exposure characteristics 
of the assault. When an assailant’s HIV status is unknown, 
factors that should be considered in determining whether an 
increased risk for HIV transmission exists include 1) whether 
vaginal or anal penetration occurred; 2) whether ejaculation 
occurred on mucous membranes; 3) whether multiple assail-
ants were involved; 4) whether mucosal lesions are present in 
the assailant or survivor; and 5) any other characteristics of 
the assault, survivor, or assailant that might increase risk for 
HIV transmission.

If PEP is offered, the following information should be 
discussed with the patient: 1) the unproven benefit and 
known toxicities of antiretrovirals; 2) the importance of close 
follow-up; 3) the benefit of adherence to recommended dos-
ing; and 4) the necessity of early initiation of PEP to optimize 
potential benefits (i.e., as soon as possible after and up to 72 
hours after the assault). Providers should emphasize that PEP 
appears to be well-tolerated in both adults and children and 
that severe adverse effects are rare (481–483). Clinical man-
agement of the survivor should be implemented according to 
the following guidelines (78). Specialist consultation on PEP 
regimens is recommended if HIV exposure during the assault 
was possible and if PEP is being considered. The sooner PEP 
is initiated after the exposure, the higher the likelihood that 
it will prevent HIV transmission if HIV exposure occurred; 
however, distress after an assault also might prevent the survivor 
from accurately weighing exposure risks and benefits of PEP 
and from making an informed decision to start such therapy. 
If use of PEP is judged to be warranted, the survivor should 
be offered a 3–5-day supply of PEP, and a follow-up visit 
should be scheduled several days later to allow for additional 
counseling.

Recommendations for Postexposure Assessment 
of Adolescent and Adult Survivors Within 72 
Hours of Sexual Assault§§

•	 Assess	risk	for	HIV	infection	in	the	assailant.
•	 Evaluate	characteristics	of	the	assault	event	that	might	

increase risk for HIV transmission.
•	 Consult	with	a	 specialist	 in	HIV	treatment,	 if	PEP	 is	

being considered.
•	 If	the	survivor	appears	to	be	at	risk	for	HIV	transmis-

sion from the assault, discuss antiretroviral prophylaxis, 
including toxicity and lack of proven benefit.

 §§ Assistance with PEP-related decisions can be obtained by calling the National 
Clinician’s Post-Exposure Prophylaxis Hotline (PEP Line) (telephone: 888-
448-4911).
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•	 If	the	survivor	chooses	to	start	antiretroviral	PEP	(78), 
provide enough medication to last until the next return 
visit; reevaluate the survivor 3–7 days after initial assess-
ment and assess tolerance of medications.

•	 If	PEP	is	started,	perform	CBC	and	serum	chemistry	at	
baseline (initiation of PEP should not be delayed, pend-
ing results).

•	 Perform	HIV	antibody	test	at	original	assessment;	repeat	
at 6 weeks, 3 months, and 6 months.

Sexual Assault or Abuse of Children
Recommendations in this report are limited to the identifi-

cation and treatment of STDs. Management of the psychoso-
cial aspects of the sexual assault or abuse of children is beyond 
the scope of these recommendations.

The identification of sexually transmissible agents in chil-
dren beyond the neonatal period suggests sexual abuse. The 
significance of the identification of a sexually transmitted agent 
in such children as evidence of possible child sexual abuse 
varies by pathogen. Postnatally acquired gonorrhea; syphilis; 
and nontransfusion, nonperinatally acquired HIV are usually 
diagnostic of sexual abuse. Sexual abuse should be suspected 
when genital herpes is diagnosed. The investigation of sexual 
abuse among children who have an infection that could have 
been transmitted sexually should be conducted in compliance 
with recommendations by clinicians who have experience and 
training in all elements of the evaluation of child abuse, neglect, 
and assault. The social significance of an infection that might 
have been acquired sexually and the recommended action 
regarding reporting of suspected child sexual abuse varies by 
the specific organism, as do the recommendations regarding 
reporting of suspected child sexual abuse (Table 6). In all 
cases in which an STD has been diagnosed in a child, efforts 
should be made to detect evidence of sexual abuse, including 
conducting diagnostic testing for other commonly occurring 
STDs (484–486).

The general rule that sexually transmissible infections 
beyond the neonatal period are evidence of sexual abuse has 
exceptions. For example, rectal or genital infection with C. 
trachomatis among young children might be the result of 
perinatally acquired infection and has, in some cases, persisted 
for as long as 2–3 years. Genital warts have been diagnosed in 
children who have been sexually abused, but also in children 
who have no other evidence of sexual abuse (487,488). BV 
has been diagnosed in children who have been abused, but its 
presence alone does not prove sexual abuse. In addition, most 
HBV infections in children result from household exposure 
to persons who have chronic HBV infection.

The possibility of sexual abuse should be strongly consid-
ered if no conclusive explanation for nonsexual transmission 
of an STD can be identified. 

Reporting
All U.S. states and territories have laws that require the 

reporting of child abuse. Although the exact requirements 
differ by state, if a health-care provider has reasonable cause 
to suspect child abuse, a report must be made. Health-care 
providers should contact their state or local child-protection 
service agency regarding child-abuse reporting requirements 
in their states.

Evaluating Children for Sexually Transmitted 
Diseases

Examinations of children for sexual assault or abuse should 
be conducted in a manner designed to minimize pain and 
trauma to the child. Collection of vaginal specimens in pre-
pubertal children can be very uncomfortable and should be 
performed by an experienced clinician to avoid psychological 
and physical trauma to the child. The decision to obtain genital 
or other specimens from a child to conduct an STD evaluation 
must be made on an individual basis. The following situations 
place children at high-risk for STDs and constitute a strong 
indication for testing.

•	 The	child	has	or	has	had	symptoms	or	signs	of	an	STD	
or of an infection that can be sexually transmitted, even 
in the absence of suspicion of sexual abuse. Among the 
signs that are associated with a confirmed STD diagnosis 
are vaginal discharge or pain, genital itching or odor, 
urinary symptoms, and genital ulcers or lesions.

TABLE 6. Implications of commonly encountered sexually trans-
mitted (ST) or sexually associated (SA) infections for diagnosis and 
reporting of sexual abuse among infants and pre-pubertal children 

ST/SA confirmed 
Evidence for 
sexual abuse Suggested action

Gonorrhea* Diagnostic Report†

Syphilis* Diagnostic Report†

Human immunodeficiency virus§ Diagnostic Report†

Chlamydia trachomatis* Diagnostic Report†

Trichomonas vaginalis Highly suspicious Report†

Condylomata acuminata 
(anogenital warts)*

Suspicious Report†

Genital herpes* Suspicious Report†¶

Bacterial vaginosis Inconclusive Medical follow-up

Source: Adapted from Kellogg N, American Academy of Pediatrics Committee 
on Child Abuse and Neglect. The evaluation of child abuse in children. Pediatrics 
2005;116(2):506–12. 
* If not likely to be perinatally acquired and rare nonsexual, vertical transmission 

is excluded.
† Reports should be made to the agency in the community mandated to receive 

reports of suspected child abuse or neglect.
§ If not likely to be acquired perinatally or through transfusion.
¶ Unless there is a clear history of autoinoculation.
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•	 A	suspected	assailant	is	known	to	have	an	STD	or	to	be	
at high risk for STDs (e.g., has multiple sex partners or 
a history of STDs).

•	 A	sibling	or	another	child	or	adult	in	the	household	or	
child’s immediate environment has an STD.

•	 The	patient	or	parent	requests	testing.
•	 Evidence	of	genital,	oral,	or	anal	penetration	or	ejacula-

tion is present.
If a child has symptoms, signs, or evidence of an infection 

that might be sexually transmitted, the child should be tested 
for other common STDs before the initiation of any treat-
ment that could interfere with the diagnosis of those other 
STDs. Because of the legal and psychosocial consequences 
of a false-positive diagnosis, only tests with high specificities 
should be used. The potential benefit to the child of a reliable 
diagnosis of an STD justifies deferring presumptive treatment 
until specimens for highly specific tests are obtained by provid-
ers with experience in the evaluation of sexually abused and 
assaulted children.

The scheduling of an examination should depend on the 
history of assault or abuse. If the initial exposure was recent, 
the infectious agents acquired through the exposure might 
not have produced sufficient concentrations of organisms to 
result in positive test results. A follow-up visit approximately 
2 weeks after the most recent sexual exposure can include 
a repeat physical examination and collection of additional 
specimens. To allow sufficient time for antibodies to develop, 
another follow-up visit approximately 12 weeks after the most 
recent sexual exposure might be necessary to collect sera. A 
single examination might be sufficient if the child was abused 
for an extended period and if a substantial amount of time 
elapsed between the last suspected episode of abuse and the 
medical evaluation.

The following recommendations for scheduling examina-
tions serve as a general guide. The exact timing and nature of 
follow-up examinations should be determined on an individual 
basis and should be performed to minimize the possibility 
for psychological trauma and social stigma. Compliance with 
follow-up appointments might be improved when law enforce-
ment personnel or child protective services are involved.

Initial and 2-Week Follow-Up Examinations

During the initial examination and 2-week follow-
up examination (if indicated), the following should be 
performed.

•	 Visual	inspection	of	the	genital,	perianal,	and	oral	areas	
for genital discharge, odor, bleeding, irritation, warts, 
and ulcerative lesions. The clinical manifestations of 

some STDs are different in children than in adults. For 
example, typical vesicular lesions might not be present 
in the presence of HSV infection. Because this infection 
can be indicative of sexual abuse, specimens should be 
obtained from all vesicular or ulcerative genital or peria-
nal lesions compatible with genital herpes and then sent 
for viral culture.

•	 Specimen	collection	for	N. gonorrhoeae culture from the 
pharynx and anus in boys and girls, the vagina in girls, 
and the urethra in boys. Cervical specimens are not rec-
ommended for prepubertal girls. For boys with a urethral 
discharge, a meatal specimen discharge is an adequate 
substitute for an intraurethral swab specimen. Because 
of the legal implications of a diagnosis of N. gonorrhoeae 
infection in a child, if culture for the isolation of N. 
gonorrhoeae is done, only standard culture procedures 
should be performed. Gram stains are inadequate to 
evaluate prepubertal children for gonorrhea and should 
not be used to diagnose or exclude gonorrhea. Specimens 
from the vagina, urethra, pharynx, or rectum should be 
streaked onto selective media for isolation of N. gonor-
rhoeae, and all presumptive isolates of N. gonorrhoeae 
should be identified definitively by at least two tests that 
involve different principles (e.g., biochemical, enzyme 
substrate, or serologic). Isolates should be preserved to 
enable additional or repeated testing. 

•	 Cultures	for	C. trachomatis from specimens collected from 
the anus in both boys and girls and from the vagina in 
girls. The likelihood of recovering C. trachomatis from 
the urethra of prepubertal boys is too low to justify the 
trauma involved in obtaining an intraurethral speci-
men. However, a meatal specimen should be obtained 
if urethral discharge is present. Pharyngeal specimens 
for C. trachomatis are not recommended for children of 
either sex because the yield is low, perinatally acquired 
infection might persist beyond infancy, and culture sys-
tems in some laboratories do not distinguish between 
C. trachomatis and C. pneumoniae. Only standard culture 
systems for the isolation of C. trachomatis should be used. 
The isolation of C. trachomatis should be confirmed by 
microscopic identification of inclusions by staining with 
fluorescein-conjugated monoclonal antibody specific for 
C. trachomatis; EIAs are not acceptable confirmatory 
methods. Isolates should be preserved. Nonculture tests 
for chlamydia (e.g., nonamplified probes, EIAs, and 
DFA) are not sufficiently specific for use in circumstances 
involving possible child abuse or assault. NAATs can be 
used for detection of C. trachomatis in vaginal specimens 
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or urine from girls. All specimens should be retained 
for additional testing if necessary. No data are available 
regarding the use of NAATs in boys or for extragenital 
specimens (e.g., those obtained from the rectum) in 
boys and girls. Culture remains the preferred method 
for extragenital sites.

•	 Culture	and	wet	mount	of	a	vaginal	swab	specimen	for	
T. vaginalis infection and BV.

•	 Collection	of	serum	samples	to	be	evaluated	immediately,	
preserved for subsequent analysis, and used as a baseline 
for comparison with follow-up serologic tests. Sera should 
be tested immediately for antibodies to sexually transmit-
ted agents. Agents for which suitable tests are available 
include T. pallidum, HIV, and HBV. Decisions regarding 
the agents for which to perform serologic tests should be 
made on a case-by-case basis.

Data on use of NAATs for detection of N. gonorrhoeae 
in children are limited, and performance is test dependent 
(197,486). Consultation with an expert is necessary before 
using NAATs in this context to minimize the possibility of 
cross-reaction with nongonococcal Neisseria species and other 
commensals (e.g., N. meningitidis, N. sicca, N. lactamica, N. 
cinerea, and Moraxella catarrhalis). NAATs can be used as an 
alternative to culture with vaginal specimens or urine from 
girls, whereas culture remains the preferred method for urethral 
specimens or urine from boys and for extragenital specimens 
(pharynx and rectum) from all children. All positive specimens 
should be retained for additional testing.

HIV infection has been reported in children whose only 
known risk factor was sexual abuse. Serologic testing for HIV 
infection should be considered for abused children. The deci-
sion to test for HIV infection should be made on a case-by-
case basis, depending on the likelihood of infection among 
assailant(s). Although data are insufficient concerning the 
efficacy and safety of PEP among both children and adults, 
treatment is well tolerated by infants and children (with and 
without HIV infection), and children have a minimal risk for 
serious adverse reactions because of the short period recom-
mended for prohylaxis. (78,138). In considering whether to 
offer antiretroviral PEP, health-care providers should consider 
whether the child can be treated soon after the sexual expo-
sure (i.e., within 72 hours), the likelihood that the assailant is 
infected with HIV, and the likelihood of high compliance with 
the prophylactic regimen. The potential benefit of treating a 
sexually abused child should be weighed against the risk for 
adverse reactions. If antiretroviral PEP is being considered, a 
provider specializing in evaluating or treating HIV-infected 
children should be consulted.

Recommendations for HIV-Related Postexposure 
Assessment of Children within 72 Hours of 
Sexual Assault

•	 Review	HIV/AIDS	local	epidemiology	and	assess	risk	for	
HIV infection in the assailant.

•	 Evaluate	circumstances	of	assault	that	might	affect	risk	
for HIV transmission.

•	 Consult	with	a	specialist	in	treating	HIV-infected	chil-
dren if PEP is considered.

•	 If	the	child	appears	to	be	at	risk	for	HIV	transmission	
from the assault, discuss PEP with the caregiver(s), 
including its toxicity and unknown efficacy.

•	 If	caregivers	choose	for	the	child	to	receive	antiretroviral	
PEP (78,142,489), provide enough medication to last 
until the return visit at 3–7 days after the initial assess-
ment, at which time the child should be reevaluated and 
tolerance of medication assessed; dosages should not 
exceed those for adults.

•	 Perform	HIV	 antibody	 test	 at	 original	 assessment,	 6	
weeks, 3 months, and 6 months.

Follow-Up Examination After Assault
In circumstances in which transmission of syphilis, HIV, 

or hepatitis B is a concern but baseline tests are negative, an 
examination approximately 6 weeks, 3 months, and 6 months 
after the last suspected sexual exposure is recommended to 
allow time for antibodies to infectious agents to develop. In 
addition, results of HBsAg testing must be interpreted care-
fully, because HBV can be transmitted nonsexually. Decisions 
regarding which tests should be performed must be made on 
an individual basis.

Presumptive Treatment
The risk of a child acquiring an STD as a result of sexual 

abuse or assault has not been well studied. Presumptive treat-
ment for children who have been sexually assaulted or abused 
is not recommended because 1) the incidence of most STDs in 
children is low after abuse/assault, 2) prepubertal girls appear 
to be at lower risk for ascending infection than adolescent or 
adult women, and 3) regular follow-up of children usually 
can be ensured. However, some children or their parent(s) or 
guardian(s) might be concerned about the possibility of infec-
tion with an STD, even if the risk is perceived to be low by the 
health-care provider. Such concerns might be an appropriate 
indication for presumptive treatment in some settings and 
might be considered after all specimens for diagnostic tests 
relevant to the investigation have been collected.
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AIDS Acquired immunodeficiency syndrome

ALT Alanine aminotransferase

anti-HBc Antibody to hepatitis B core antigen

anti-HCV Hepatitis C antibodies

ASC-US Atypical squamous cells of undetermined significance

BCA Bichloroacetic acid

BV Bacterial vaginosis

CBC Complete blood count

CI Confidence interval

CIN Cervical intraepithelial neoplasia

CLD Chronic liver disease

CLIA Clinical Laboratory Improvement  Amendments

CNS Central nervous system

CSF Cerebrospinal fluid

DFA Direct fluorescent antibody

DGI Disseminated gonococcal infection

dL Deciliter

DNA Deoxyribonucleic acid

EC Emergency contraception

EIA Enzyme immunoassay

ELISA Enzyme-linked immunosorbent assay

EPT Expedited partner therapy

FDA Food and Drug Administration

FTA-ABS Fluorescent treponemal antibody absorbed

gG Glycoprotein G

GNID Gram-negative intracellular diplococci

HAART Highly active antiretroviral therapy

HAV Hepatitis A virus

HBIG Hepatitis B immune globulin

HBsAg Hepatitis B surface antigen

HBV Hepatitis B virus

HCC hepatocellular carcinoma

HCV Hepatitis C virus

HIV Human immunodeficiency virus

HPV Human papillomavirus

HSV Herpes simplex virus

IFA Immunofluorescence assay

Terms and Abbreviations Used in This Report

IgE Immunoglobulin E

Ig Immune globulin

IgG Immunoglobulin G

IgM Immunoglobulin M

IM Intramuscularly

IUD Intrauterine device

IV Intravenous or intravenously

KOH Potassium hydroxide

LGV Lymphogranuloma venereum

MAC Mycobacterium avium complex

MIC Minimum inhibitory concentration

MSM Men who have sex with men

N-9 Nonoxynol-9

NAAT Nucleic acid amplification test

NGU Nongonococcal urethritis

Pap Papanicolaou

PCR Polymerase chain reaction

PEP Postexposure prophylaxis

PID Pelvic inflammatory disease

PO By mouth

PPV Positive predictive value

QRNG Quinolone-resistant Neisseria gonorrhoeae

RNA Ribonucleic acid

RPR Rapid plasma reagin

RT-PCR Reverse transcriptase polymerase chain  reaction

RVVC Recurrent vulvovaginal candidiasis

SIL Squamous intraepithelial lesion

STD Sexually transmitted disease

TCA Trichloroacetic acid

TE Toxoplasmic encephalitis

TP-PA Treponema pallidum particle agglutation

VDRL Venereal Disease Research Laboratory

VVC Vulvovaginal candidiasis

WB Western blot

WBC White blood count

WSW Women who have sex with women
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Key Title X Documents 

For Title X 

Most of these documents can be found at this link: 
http://www.hhs.gov/opa/title‐x‐family‐planning  
 
The Statute 
Title X of the Public health Act, 43, USC 300, et seq. 
Population Research and Voluntary Family Planning Programs – Project Grants and Contracts for Family 
Planning Services 
http://www.hhs.gov/opa/title‐x‐family‐planning/title‐x‐policies/statutes‐and‐regulations  
Full text: http://www.hhs.gov/opa/about/legislation/p191‐572‐txt.txt 
 
The Regulations 
42 CFR Part 59, Subpart A – Project Grants for Family Planning Services 
                Subpart C – Grants for Family Planning Service Training 
http://law.justia.com/cfr/title42/42cfr59_main_02.html  or 
http://www.hhs.gov/opa/program‐guidelines  
 
The Guidelines   
Program Guidelines for Project Grants for Family Planning Services (January, 2001) 
http://www.hhs.gov/opa/program‐guidelines  
 
Program Instruction Series 
http://www.hhs.gov/opa/title‐x‐family‐planning/initiatives‐and‐resources/documents‐and‐tools/family‐
planning‐instructions.html  
 
Regulations Regarding Sterilization 
Sterilization of Persons in Federally Assisted Family Planning Projects 42 CFR Part 50  
http://grants.nih.gov/grants/compliance/42_CFR_50_Subpart_F.htm  or 
http://www.hhs.gov/opa/program‐guidelines  
 
Regulations Regarding Abortion Services 
 
Federal Register /Vol 65, No 128/Monday, July 3, 2000/Notices 41281 
Corrections: Federal Register /Vol 65, No 155/Thursday, August 10, 2000/Notices 49057 or 
http://www.hhs.gov/opa/program‐guidelines  
 
For Grant Management 
DHHS Grants Policy Statement  

Uniform Administrative Requirements for Non‐Profits: 

 2 CRF Part 215 (OMB Circular A‐ 110): Uniform Administrative Requirements for  
Grants and Cooperative Agreements with Institutions of Higher Education, Hospital 
And Non‐Profit Organizations (Federal Register/Vol 60. No 91/Tuesday May 11, 
2004/Rules and Regulations pp25281‐262989). 
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 45 DFR, Part 74 Uniform Administrative Requirements for Grants to Non‐Profit 
Organizations http://www.access.gpo.gov/nara/cfr/waisidx_07/45cfr74_07.html.  
 

For State, Local and Tribal Governments: 

 2CFR Part 215 (OMB Circular A – 102) Uniform Administrative Requirements for  
Grants and Cooperative Agreements with State and Local Governments 

 45 CFR, Part 92, Uniform Administrative Requirements for Grants to State, Local and 
Tribal Governments  

 http://www.access.gpo.gov/nara/cfr/waisidx_07/45cfr922_07.html.  
 

Audit Standards: 

 OMB Circular A‐133: Audits of States, Local Governments and Non‐Profit Organizations 
with Compliance Statement  
 

Cost Principles: 

 2 CFR, Part 230 (OMB Circular A‐122): Cost Principles for Non‐Profit Organizations 
(Federal Register/Volume 70, No 168/Wednesday, August 31, 2005/Rules and 
Regulations, pp51927‐51943)  

 2 CFR, Part 215‐220 (OMB Circular A‐21): Cost Principles for Educational Institutions 
(Federal Register/Volume 70, No 168/Wednesday, August 31, 2005/Rules and 
Regulations, pp51880‐51909)  

 2 CFR, Part 225 (OMB Circular A‐87): Cost Principles for State and Local Governments 
(Federal Register/Volume 70, No 168/Wednesday, August 31, 2005/Rules and 
Regulations, pp51910‐51927)  
 



APPENDIX 38 

February 2015 
 

 
B I B L I O G R A P H Y   

 
ACOG Practice Bulletin Number 109, Cervical cytology screening, American 
Congress of Obstetricians and Gynecologists, December 2009. 
 
ACOG Committee Opinion Number 431, Routine pelvic exam and cervical 
cytology screening, American Congress of Obstetricians and Gynecologists, May, 
2009. 
 
ACOG Practice Bulletin Number 140, Management of Abnormal Cervical Cancer 
Screening Test Results and Cervical Cancer Precursors, American Congress of 
Obstetricians and Gynecologists, December 2013. 
 
ACOG Committee Opinion Number 436, Evaluation and management of 
abnormal cervical cytology and histology in adolescents, American Congress of 
Obstetricians and Gynecologists, June, 2009. 
 
ACOG Practice Bulletin Number 112.  Emergency Contraception, American Congress of 
Obstetricians and Gynecologists, May 2010. 
 
ACOG Practice Bulletin Number 12. Long-Acting Reversible Contraception: 
Implants and Intrauterine Devices, 2011. 
 
ACOG Practice Bulletin Number 122 "Breast Cancer Screening", American Congress 
of Obstetricians and Gynecologists, December, 2011. 
 
ACOG Committee Opinion Number 534, Well Woman Visit,  American Congress of  
Obstetricians and Gynecologists, August 2012.Congress 
 
ACG Practice Guidelines, Colorectal cancer screening,  American Congress of 
Gastroenterology, 2008. http://gi.org/clinical-guidelines/clinical-guidelines-sortable-
list   
 
American Society for Colposcopy and Cervical Pathology.  2012 Updated 
Consensus Guidelines for the Management of Abnormal Cervical Cancer 
Screening Tests and Cancer Precursors 2013, American Society for Colposcopy and 
Cervical Pathology Journal of Lower Genital Tract Disease, Volume 17, Number 5, 
2013, S1YS27 
 
CDC; MMWR, U.S. Medical Eligibility Criteria for Contraceptive Use, 2010 
Adapted from the World Health Organization Medical Eligibility Criteria for 
Contraceptive Use, 4th edit. 



APPENDIX 38 

February 2015 
 

 
CDC; MMWR, Update to U.S. Medical Eligibility Criteria for Contraceptive Use, 2010 
Adapted from the World Health Organization Medical Eligibility Criteria for 
Contraceptive Use, 4th edit. 
 
CDC; MMWR Sexually Transmitted Diseases Treatment Guidelines, 2010 

•Update to CDC’s Sexually Transmitted Diseases Treatment 2010 Guidelines: Oral 
Cephalosporins No Longer a Recommended Treatment for Gonococcal Infections - 
MMWR August 10, 2012 (August 9, 2012) 
 
•Cephalosporin-Resistant Neisseria Gonorrhoeae Public Health Response Plan  Offers 
guidance state and local health departments can take to keep a watchful eye on the 
emergence of drug resistance. (August 9, 2012) 
 

Centers for Disease Control and Prevention (CDC) Advisory Committee on Immunization 
Practices (ACIP) 
 
EngenderHealth. Introduction to men’s reproductive health services— 
Revised edition: Trainer’s resource book. New York, 2008. 
 
HATCHER, R. et al - Contraceptive Technology, 20th Revised Edition.  Ardent Media 
Inc., New York, NY 2011. 
 
Iowa Department of Public Health Maternal and Child Health Services 
Administrative Manual.  
 
John Snow, Inc, Promising PRACTICES AND MARKETING MALE SERVICES STRATEGIES FOR 
MALE SERVICES A Compendium for Reproductive Health Providers 1.0 

 
Nawal N Nour, MD, MPH Obstet Gynecol. 2011; 4(1): 22–27. Maternal Health 
Considerations During Disaster Relief 
 
Piers Page and Greg Skinner (editors). Emergencies in Clinical Medicine, 2008.  
 
US Preventative Task Force Recommendation Statement Screening for Colorectal 
cancer, Annals of Internal Medicine, 149(9), 2008. 

 
 
 
 
 
 
        
 



APPENDIX 38 

February 2015 
 

 
Electronic references: 
 

http://www.uspreventiveservicestaskforce.org 
 
http://appfinder.lisisoft.com/app/emergencies-in-clinical-medicine.html  

 
http://healthvermont.gov/hc/ems/protocol/toc.aspx 
 
http://www.arhp.org/methodmatch  

 
Polaris Project for a World Without Slavery: http://www.polarisproject.org/index.php.  
And http://www.polarisproject.org/state-map/iowa 

 
http://www.acf.hhs.gov/trafficking/index.html.  

 
Rescue and Restore Coalition 
http://www.acf.hhs.gov/trafficking/rescue_restore/index.html.  
 
For a list of Rescue and Restore Coalition members: 
http://www.acf.hhs.gov/trafficking/about/coalition_list.html.  

 
Network Against Human Trafficking www.iowanaht.org 

 
National Cancer Institute 
http://www.cancer.gov/cancertopics/factsheet/Detection/screening-mammograms ;  
 
http://www.cancer.org 
 
www.who.int/reproductive-health/publications/msm_98_3/msm_98_3_14.html 
 

http://www.womensheart.org/PDFs/DetermineYourNutritionalHealth.pdf 

 http://www.smokefree.gov/ 

http://www.cdc.gov/tobacco/quit_smoking/how_to_quit/index.htm 

http://www.quitlineiowa.org/ 

 http://www.projectcork.org/clinical_tools/html/CAGE.html  (general screening) 

 http://www.projectcork.org/clinical_tools/pdf/CRAFFT.pdf  (adolescent screening) 



APPENDIX 38 

February 2015 
 

 http://www.projectcork.org/clinical_tools/html/T-ACE.html  (obstetric clients) 

 http://www.who.int/substance_abuse/activities/assist_v3_english.pdf  (WHO program) 

http://www.marchofdimes.com/  click “Before pregnancy 

http://todaysponge.com 

http://www.nih.gov  

           National Cancer Institute http://www.cancer.org;  
 

 Before, Between and Beyond (Reproductive Life Planning)    
http://beforeandbeyond.org/  
 
Bright Futures, American Academy of Pediatrics     
http://brightfutures.aap.org/tool_and_resource_kit.html.  
 
CDC Preconception Health http://www.cdc.gov/preconception/index.html  
 

 
 

 
 
 
 



Continuing Education Examination available at http://www.cdc.gov/mmwr/cme/conted.html. 

Recommendations and Reports / Vol. 62 / No. 5 June 21, 2013 

U.S. Selected Practice Recommendations for 
Contraceptive Use, 2013

Adapted from the World Health Organization Selected Practice 
Recommendations for Contraceptive Use, 2nd Edition

U.S. Department of Health and Human Services
Centers for Disease Control and Prevention

Morbidity and Mortality Weekly Report

http://www.cdc.gov/mmwr/cme/conted.html


Recommendations and Reports

CONTENTS (Continued)

Disclosure of Relationship

CDC, our planners, and our content experts wish to disclose 
they have no financial interests or other relationships with 
the manufacturers of commercial products, suppliers of com-
mercial services, or commercial supporters. Planners have 
reviewed content to ensure there is no bias. This document will 
not include any discussion of the unlabeled use of a product 
or a product under investigational use, with the exception 
that some of the recommendations in this document might 
be inconsistent with package labeling. CDC does not accept 
commercial support. 

Front cover photos, left to right: intrauterine device, oral contraceptive pills, diaphragm, syringe for injectable contraceptives, male condom, transdermal 
contraceptive patch, etonogestrel implant, vaginal ring.

The MMWR series of publications is published by the Office of Surveillance, Epidemiology, and Laboratory Services, Centers for Disease Control and Prevention (CDC), 
U.S. Department of Health and Human Services, Atlanta, GA 30333.
Suggested Citation: Centers for Disease Control and Prevention. [Title]. MMWR 2013;62(No. RR-#):[inclusive page numbers].

Centers for Disease Control and Prevention
Thomas R. Frieden, MD, MPH, Director

Harold W. Jaffe, MD, MA, Associate Director for Science
James W. Stephens, PhD, Director, Office of Science Quality

Denise M. Cardo, MD, Acting Deputy Director for Surveillance, Epidemiology, and Laboratory Services
Stephanie Zaza, MD, MPH, Director, Epidemiology and Analysis Program Office

MMWR Editorial and Production Staff
Ronald L. Moolenaar, MD, MPH, Editor, MMWR Series
Christine G. Casey, MD, Deputy Editor, MMWR Series

Teresa F. Rutledge, Managing Editor, MMWR Series
David C. Johnson, Lead Technical Writer-Editor

Catherine B. Lansdowne, MS, Project Editor

Martha F. Boyd, Lead Visual Information Specialist
Maureen A. Leahy, Julia C. Martinroe, 
Stephen R. Spriggs, Terraye M. Starr

Visual Information Specialists
Quang M. Doan, MBA, Phyllis H. King

Information Technology Specialists

MMWR Editorial Board
William L. Roper, MD, MPH, Chapel Hill, NC, Chairman

Matthew L. Boulton, MD, MPH, Ann Arbor, MI
Virginia A. Caine, MD, Indianapolis, IN
Barbara A. Ellis, PhD, MS, Atlanta, GA

Jonathan E. Fielding, MD, MPH, MBA, Los Angeles, CA
David W. Fleming, MD, Seattle, WA

William E. Halperin, MD, DrPH, MPH, Newark, NJ
King K. Holmes, MD, PhD, Seattle, WA

Timothy F. Jones, MD, Nashville, TN
Rima F. Khabbaz, MD, Atlanta, GA
Dennis G. Maki, MD, Madison, WI

Patricia Quinlisk, MD, MPH, Des Moines, IA
Patrick L. Remington, MD, MPH, Madison, WI

John V. Rullan, MD, MPH, San Juan, PR
William Schaffner, MD, Nashville, TN

CONTENTS

Introduction ............................................................................................................1

Methods ....................................................................................................................2

How To Use This Document ...............................................................................3

Summary of Changes from WHO SPR ............................................................4

Contraceptive Method Choice .........................................................................4

Maintaining Updated Guidance ......................................................................4

How To Be Reasonably Certain that a Woman Is Not Pregnant ............5

Intrauterine Contraception ................................................................................7

Implants ................................................................................................................. 14

Injectables ............................................................................................................. 17

Combined Hormonal Contraceptives ......................................................... 22

Progestin-Only Pills ............................................................................................ 29

Standard Days Method ..................................................................................... 33

Emergency Contraception .............................................................................. 34

Female Sterilization ........................................................................................... 35

Male Sterilization ................................................................................................ 36

When Women Can Stop Using Contraceptives ....................................... 37

Conclusion ............................................................................................................ 37

Acknowledgment ............................................................................................... 38

References ............................................................................................................. 38

Appendix A: Summary Chart of U.S. Medical Eligibility Criteria for 

Contraceptive Use, 2010 .................................................................................. 47

Appendix B: When To Start Using Specific Contraceptive  

Methods .............................................................................................................. 55

Appendix C: Examinations and Tests Needed Before Initiation of 

Contraceptive Methods ................................................................................. 56

Appendix D: Routine Follow-Up After Contraceptive Initiation ........ 57

Appendix E: Management of Women with Bleeding Irregularities 

While Using Contraception .......................................................................... 58

Appendix F: Management of the IUD when a Cu-IUD or an LNG-IUD 

User Is Found To Have Pelvic Inflammatory Disease ........................... 59



Recommendations and Reports

MMWR / June 21, 2013 / Vol. 62 / No. 5 1

U.S. Selected Practice Recommendations for Contraceptive Use, 2013
Adapted from the World Health Organization Selected Practice 

Recommendations for Contraceptive Use, 2nd Edition
Prepared by

Division of Reproductive Health, National Center for Chronic Disease Prevention and Health Promotion

Summary

The U. S. Selected Practice Recommendations for Contraceptive Use 2013 (U.S. SPR), comprises recommendations that 
address a select group of common, yet sometimes controversial or complex, issues regarding initiation and use of specific contraceptive 
methods. These recommendations are a companion document to the previously published CDC recommendations U.S. Medical 
Eligibility Criteria for Contraceptive Use, 2010 (U.S. MEC). U.S. MEC describes who can use various methods of contraception, 
whereas this report describes how contraceptive methods can be used. CDC based these U.S. SPR guidelines on the global family 
planning guidance provided by the World Health Organization (WHO). Although many of the recommendations are the same 
as those provided by WHO, they have been adapted to be more specific to U.S. practices or have been modified because of new 
evidence. In addition, four new topics are addressed, including the effectiveness of female sterilization, extended use of combined 
hormonal methods and bleeding problems, starting regular contraception after use of emergency contraception, and determining 
when contraception is no longer needed. The recommendations in this report are intended to serve as a source of clinical guidance 
for health-care providers; health-care providers should always consider the individual clinical circumstances of each person seeking 
family planning services. This report is not intended to be a substitute for professional medical advice for individual patients. 
Persons should seek advice from their health-care providers when considering family planning options.

Introduction
Unintended pregnancy rates remain high in the United 

States; approximately 50% of all pregnancies are unintended, 
with higher proportions among adolescent and young women, 
women who are racial/ethnic minorities, and women with lower 
levels of education and income (1). Unintended pregnancies 
increase the risk for poor maternal and infant outcomes (2) 
and in 2002, resulted in $5 billion in direct medical costs in the 
United States (3). Approximately half of unintended pregnancies 
are among women who were not using contraception at the 
time they became pregnant; the other half are among women 
who became pregnant despite reported use of contraception 
(4). Therefore, strategies to prevent unintended pregnancy 
include assisting women at risk for unintended pregnancy and 
their partners with choosing appropriate contraceptive methods 
and helping women use methods correctly and consistently 
to prevent pregnancy. In 2010, CDC first adapted global 
guidance from the World Health Organization (WHO) to 
help health-care providers counsel women, men, and couples 

about contraceptive method choice. The U.S. Medical Eligibility 
Criteria for Contraceptive Use, 2010 (U.S. MEC), focuses on who 
can safely use specific methods of contraception and provides 
recommendations for the safety of contraceptive methods for 
women with various medical conditions (e.g., hypertension and 
diabetes) and characteristics (e.g., age, parity, and smoking status) 
(Appendix A) (5). The recommendations in this new guide, U.S. 
Selected Practice Recommendations for Contraceptive Use, 2013 
(U.S. SPR), focuses on how contraceptive methods can be used 
and provides recommendations on optimal use of contraceptive 
methods for persons of all ages, including adolescents.

During the past 15 years, CDC has contributed to the 
development and updating of the WHO global family planning 
guidance. CDC has supported WHO by coordinating the 
identification, critical appraisal, and synthesis of the scientific 
evidence on which the WHO guidance is based. In 2002, 
WHO published the first edition of the Selected Practice 
Recommendations for Contraceptive Use (WHO SPR), which 
presented evidence-based global guidance on how to use 
contraceptive methods safely and effectively once they are 
deemed to be medically appropriate. Since then, WHO has 
regularly updated its guidance on the basis of new evidence, 
and the document is now in its second edition (6), with an 
additional update in 2008 (7). The WHO global guidance is 
not intended for use directly by health-care providers; rather, 
WHO intends for the guidance to be used by local or national 
policy makers, family planning program managers, and the 

The material in this report originated in the National Center for 
Chronic Disease Prevention and Health Promotion, Ursula Bauer, 
PhD, Director; Division of Reproductive Health, Wanda Barfield, 
MD, Director.
Corresponding preparer: Kathryn M. Curtis, PhD, Division of 
Reproductive Health. Telephone: 770-488-5200; E-mail: kmc6@cdc.gov.
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scientific community as a reference when they develop family 
planning guidance at the country or program level (6). For 
example, the United Kingdom adapted WHO SPR and in 
2002 published the U.K. Selected Practice Recommendations 
for Contraceptive Use for use by U.K. health-care providers (8).

CDC initiated a formal adaptation process to create U.S. 
SPR, using both the second edition of WHO SPR (6) and the 
2008 update (7) as the basis for the U.S. version. Although 
much of the guidance is the same as the WHO guidance, 
the recommendations are specific to U.S. family planning 
practice. In addition, guidance on contraceptive methods not 
available in the United States has been removed, and four 
new topics for guidance have been added (the effectiveness 
of female sterilization, extended use of combined hormonal 
methods and bleeding problems, starting regular contraception 
after use of emergency contraception, and determining when 
contraception is no longer needed). This document contains 
recommendations for health-care providers for the safe and 
effective use of contraceptive methods and addresses provision of 
contraceptive methods and management of side effects and other 
problems with contraceptive method use. Although the term 
woman is used throughout this report, these recommendations 
refer to all females of reproductive age, including adolescents. 
Adolescents are identified throughout this document as a special 
population that might benefit from more frequent follow-up. 
These recommendations are meant to serve as a source of 
clinical guidance for health-care providers; health-care providers 
should always consider the individual clinical circumstances 
of each person seeking family planning services. This report is 
not intended to be a substitute for professional medical advice 
for individual patients; persons should seek advice from their 
health-care providers when considering family planning options.

Methods
CDC initiated a process to adapt WHO SPR for the 

United States. This adaptation process included four steps: 
1) determining the scope of and process for the adaptation, 
including an October 2010 meeting in which individual 
feedback was solicited from a small group of partners and 
experts; 2) preparing the systematic reviews of the evidence 
during October 2010–September 2011 to be used for the 
adaptation, including peer review; 3) convening a larger 
meeting of experts in October 2011 to examine the evidence 
and receive input on the recommendations; and 4) finalizing 
recommendations by CDC.

During October 21–22, 2010, CDC convened a meeting of 10 
partners and U.S. family planning experts in Atlanta, Georgia, to 
discuss the scope of and process for a U.S. adaptation of WHO 

SPR. A list of participants is provided at the end of this report. 
CDC identified the specific WHO recommendations that might 
benefit from modification for the United States. Criteria used to 
modify the WHO recommendations included the availability of 
new scientific evidence or the context in which family planning 
services are provided in the United States. CDC also identified 
several WHO recommendations that needed additional specificity 
to be useful for U.S. health-care providers, as well as the need for 
additional recommendations not currently included in WHO 
SPR. In addition, the meeting members discussed removing 
recommendations that provide information about contraceptive 
methods that are not available in the United States.

Representatives from CDC and WHO conducted systematic 
reviews of the scientific evidence for each of the WHO 
recommendations being considered for adaptation and for each 
new topic being considered for addition to the guidance. The 
purpose of these systematic reviews was to identify evidence 
related to the common clinical challenges associated with the 
recommendations. When no direct evidence was available, 
indirect evidence and theoretical issues were considered. Standard 
guidelines were followed for reporting systematic reviews (9,10), 
and strength and quality of the evidence were graded using the 
system of the U.S. Preventive Services Task Force (11). Each 
complete systematic review was peer reviewed by two or three 
experts before its use in the adaptation process. Peer reviewers, 
who were identified from the list of persons scheduled to 
participate in the October 2011 meeting, were asked to comment 
on the search strategy, list of articles included in the reviews, and 
the summary of findings. The systematic reviews were finalized 
and provided to participants before the October 2011 meeting 
and were published in May 2013 (12–30).

During October 4–7, 2011, CDC convened a meeting in 
Atlanta, Georgia, of 36 experts who were invited to assist in 
guideline development and provide their perspective on the 
scientific evidence presented and the discussions on potential 
recommendations that followed. The group included obstetrician/
gynecologists, pediatricians, family physicians, nurse-midwives, 
nurse practitioners, epidemiologists, and others with research and 
clinical practice expertise in contraceptive safety, effectiveness, and 
management. All participants received all of the systematic reviews 
before the meeting. During the meeting, the evidence from the 
systematic review for each topic was presented, and participants 
discussed the evidence and the translation of the scientific evidence 
into recommendations that would meet the needs of U.S. health-
care providers. In particular, participants discussed whether and 
how the U.S. context might be different from the global context 
and whether these differences suggested any need for modifications 
to the global guidance. CDC gathered the input from the experts 
during the meeting and finalized the recommendations in this 
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report. The document was peer reviewed by meeting participants, 
who were asked to comment on specific issues that were raised 
during the meeting. Feedback also was received from an external 
review panel, composed of health-care providers who had not 
participated in the adaptation meetings. These providers were 
asked to provide comments on the accuracy, feasibility, and clarity 
of the recommendations, as well as to provide other comments. 
Areas of research that need additional investigation also were 
considered during the meeting (31).

How To Use This Document
The recommendations in this report are intended to 

help health-care providers address issues related to use of 
contraceptives, such as how to help a woman initiate use of a 
contraceptive method, which examinations and tests are needed 
before initiating use of a contraceptive method, what regular 
follow-up is needed, and how to address problems that often 
arise during use, including missed pills and side effects such as 
unscheduled bleeding. Each recommendation addresses what 
a woman or health-care provider can do in specific situations. 
For situations in which certain groups of women might be 
medically ineligible to follow the recommendations, comments 
and reference to U.S. MEC are provided (5). The full U.S. 
MEC recommendations and the evidence supporting those 
recommendations were published in 2010 (5).

The information in this document is organized by 
contraceptive method, and the methods generally are presented 
in order of effectiveness, from highest to lowest. However, the 
recommendations are not intended to provide guidance on 
every aspect of provision and management of contraceptive 
method use. Instead, they use the best available evidence 
to address specific issues regarding common, yet sometimes 
complex, clinical issues. Each contraceptive method section 
generally includes information about initiation of the method, 
regular follow-up, and management of problems with use (e.g., 
usage errors and side effects). Each section first provides the 
recommendation and then includes a comments and evidence 
section, which includes comments about the recommendations 
and a brief summary of the scientific evidence on which the 
recommendation is based.

Recommendations in this document are provided for 
permanent methods of contraception, such as vasectomy 
and female sterilization, as well as for reversible methods of 
contraception, including the copper-containing intrauterine 
device (Cu-IUD); levonorgestrel-releasing IUD (LNG-IUD); 
the etonogestrel implant; progestin-only injectables; progestin-
only pills (POPs); combined hormonal contraceptive methods 

that contain both estrogen and a progestin, including combined 
oral contraceptives (COCs), a transdermal contraceptive patch, 
and a vaginal contraceptive ring; and the standard days method 
(SDM). Recommendations also are provided for emergency 
use of the Cu-IUD and emergency contraceptive pills (ECPs).

For each contraceptive method, recommendations are provided 
on the timing for initiation of the method and indications for 
when and for how long additional contraception, or a back-up 
method, is needed. Many of these recommendations include 
guidance that a woman can start a contraceptive method at any 
time during her menstrual cycle if it is reasonably certain that 
the woman is not pregnant. Guidance for health-care providers 
on how to be reasonably certain that a woman is not pregnant 
is provided.

For each contraceptive method, recommendations include the 
examinations and tests needed before initiation of the method. 
These recommendations apply to persons who are presumed to 
be healthy. Those with known medical problems or other special 
conditions might need additional examinations or tests before 
being determined to be appropriate candidates for a particular 
method of contraception. U.S. MEC might be useful in such 
circumstances (5). Most women need no or very few examinations 
or tests before initiating a contraceptive method. The following 
classification system was developed by WHO and adopted by 
CDC to categorize the applicability of the various examinations 
or tests before initiation of contraceptive methods (6):

Class A:  These tests and examinations are essential and 
mandatory in all circumstances for safe and effective use of 
the contraceptive method.

Class B: These tests and examinations contribute substantially 
to safe and effective use, although implementation can be 
considered within the public health context, service context, or 
both. The risk for not performing an examination or test should 
be balanced against the benefits of making the contraceptive 
method available.

Class C: These tests and examinations do not contribute 
substantially to safe and effective use of the contraceptive method.

These classifications focus on the relation of the examinations 
or tests to safe initiation of a contraceptive method. They 
are not intended to address the appropriateness of these 
examinations or tests in other circumstances. For example, 
some of the examinations or tests that are not deemed necessary 
for safe and effective contraceptive use might be appropriate 
for good preventive health care or for diagnosing or assessing 
suspected medical conditions. Systematic reviews were 
conducted for several different types of examinations and tests 
to assess whether a screening test was associated with safe use 
of contraceptive methods. Because no single convention exists 
for screening panels for certain diseases, including diabetes, 
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lipid disorders, and liver diseases, the search strategies included 
broad terms for the tests and diseases of interest.

Summary charts and clinical algorithms that summarize 
the guidance for the various contraceptive methods have been 
developed for many of the recommendations, including when 
to start using specific contraceptive methods (Appendix B), 
examinations and tests needed before initiating the various 
contraceptive methods (Appendix C), routine follow-up after 
initiating contraception (Appendix D), management of bleeding 
irregularities (Appendix E), and management of IUDs when 
users are found to have pelvic inflammatory disease (PID) 
(Appendix F). These summaries might be helpful to health-care 
providers when managing family planning patients. Additional 
tools are available on the U.S. SPR website (http://www.cdc.
gov/reproductivehealth/UnintendedPregnancy/USSPR.htm).

Summary of Changes from WHO SPR
Much of the guidance in U.S. SPR is the same or very similar 

to the WHO SPR guidance. U.S. SPR includes new guidance 
on the use of the combined contraceptive patch and vaginal 
ring, as well as recommendations for four new topics:
•	 how	to	start	regular	contraception	after	taking	ECPs
•	 management	 of	 bleeding	 irregularities	 among	women	

using extended or continuous combined hormonal 
contraceptives (including pills, the patch, and the ring)

•	 when	a	woman	can	rely	on	female	sterilization	for	contraception
•	 when	a	woman	can	stop	using	contraceptives	and	not	be	

at risk for unintended pregnancy
Adaptations to the WHO SPR recommendations include 

1) changes to the length of the grace period for depot 
medroxyprogesterone acetate (DMPA) reinjection, 2) differences 
in some of the examinations and tests recommended before 
contraceptive method initiation, 3) differences in some of the 
recommendations for management of bleeding irregularities 
because of new data and drug availability in the United States, 
and 4) a modified missed pill algorithm to respond to concerns 
of the CDC expert group and other reviewers that simplified 
algorithms are preferable.

Contraceptive Method Choice
Many elements need to be considered individually by a 

woman, man, or couple when choosing the most appropriate 
contraceptive method. Some of these elements include 
safety, effectiveness, availability (including accessibility and 
affordability), and acceptability.

Contraceptive method effectiveness is critically important 
in minimizing the risk for unintended pregnancy, particularly 
among women for whom an unintended pregnancy would 
pose additional health risks. The effectiveness of contraceptive 
methods depends both on the inherent effectiveness of the 
method itself and on how consistently and correctly it is used 
(Table 1). Both consistent and correct use can vary greatly 
with characteristics such as age, income, desire to prevent 
or delay pregnancy, and culture. Methods that depend on 
consistent and correct use by clients have a wide range of 
effectiveness between typical and perfect users. IUDs and 
implants are considered long-acting, reversible contraception 
(LARC); these methods are highly effective because they do not 
depend on regular compliance from the user. LARC methods 
are appropriate for most women, including adolescents and 
nulliparous women. All women should be counseled about 
the full range and effectiveness of contraceptive options for 
which they are medically eligible so that they can identify the 
optimal method (Figure 1).

In choosing a method of contraception, the risk for human 
immunodeficiency virus (HIV) infection and other sexually 
transmitted diseases (STDs) also should be considered. 
Although hormonal contraceptives and IUDs are highly 
effective at preventing pregnancy, they do not protect against 
STDs and HIV. Consistent and correct use of the male latex 
condom reduces the risk for HIV infection and other STDs, 
including chlamydial infection, gonorrhea, and trichomoniasis 
(32). On the basis of a limited number of clinical studies, when 
a male condom cannot be used properly to prevent infection, 
a female condom should be considered (32). All patients, 
regardless of contraceptive choice, should be counseled about 
the use of condoms and the risk for STDs, including HIV 
infection (32). Additional information about prevention 
and treatment of STDs is available from the CDC Sexually 
Transmitted Diseases Treatment Guidelines (32).

Maintaining Updated Guidance
As with any evidence-based guidance document, a key 

challenge is keeping the recommendations up to date as new 
scientific evidence becomes available. Working with WHO, 
CDC uses the continuous identification of research evidence 
(CIRE) system to ensure that WHO and CDC guidance is 
based on the best available evidence and that a mechanism 
is in place to update guidance when new evidence becomes 
available (33). CDC will continue to work with WHO to 
identify and assess all new relevant evidence and determine 
whether changes in the recommendations are warranted. In 

http://www.cdc.gov/reproductivehealth/UnintendedPregnancy/USSPR.htm
http://www.cdc.gov/reproductivehealth/UnintendedPregnancy/USSPR.htm
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most cases, U.S. SPR will follow any updates in the WHO 
guidance, which typically occurs every 3–4 years (or sooner 
if warranted by new data). In addition, CDC will review any 
interim WHO updates for their application in the United 
States. CDC also will identify and assess any new literature 
for the recommendations that are not included in the WHO 
guidance and will completely review U.S. SPR every 3–4 
years. Updates to the guidance can be found on the U.S. 
SPR website (http://www.cdc.gov/reproductivehealth/
UnintendedPregnancy/USSPR.htm).

How To Be Reasonably Certain that a 
Woman Is Not Pregnant

In most cases, a detailed history provides the most accurate 
assessment of pregnancy risk in a woman who is about to start 
using a contraceptive method. Several criteria for assessing 
pregnancy risk are listed in the recommendation that follows. 
These criteria are highly accurate (i.e., a negative predictive 
value of 99%–100%) in ruling out pregnancy among women 
who are not pregnant (34–37). Therefore, CDC recommends 
that health-care providers use these criteria to assess pregnancy 

TABLE 1. Percentage of women experiencing an unintended pregnancy during the first year of typical use and the first year of perfect use of 
contraception and the percentage continuing use at the end of the first year — United States

Method

% of women experiencing an unintended pregnancy 
within the first year of use

% of women continuing use at 1 year§Typical use* Perfect use†

No method¶ 85 85 —
Spermicides** 28 18 42
Fertility awareness–based methods†† 24 — 47

Standard days method — 5 —
Two day method — 4 —
Ovulation method — 3 —
Symptothermal method — 0.4 —

Withdrawal 22 4 46
Sponge

Parous women 24 20 36
Nulliparous women 12 9 —

Condom§§

Female 21 5 41
Male 18 2 43

Diaphragm*** 12 6 57
Combined pill and progestin-only pill 9 0.3 67
Evra patch 9 0.3 67
NuvaRing 9 0.3 67
Depo-Provera 6 0.2 56
Intrauterine devices

Paragard (copper containing) 0.8 0.6 78
Mirena (levenorgestrel releasing) 0.2 0.2 80

Implanon 0.05 0.05 84
Female sterilization 0.5 0.5 100
Male sterilization 0.15 0.10 100
Lactational amenorrhea method††† — — —

Source: Adapted from Trussell J. Contraceptive failure in the United States. Contraception 2011;83:397–404. 
 * Among typical couples who initiate use of a method (not necessarily for the first time), the percentage who experience an accidental pregnancy during the first 

year if they do not stop use for any other reason. Estimates of the probability of pregnancy during the first year of typical use for spermicides and the diaphragm 
are taken from the 1995 National Survey of Family Growth (NSFG) corrected for underreporting of abortion; estimates for fertility awareness-based methods, 
withdrawal, the male condom, the pill and Depo-Provera are taken from the 1995 and 2002 NSFG corrected for underreporting of abortion. 

 † Among couples who initiate use of a method (not necessarily for the first time) and who use it perfectly (both consistently and correctly), the percentage who 
experience an accidental pregnancy during the first year if they do not stop use for any other reason. 

 § Among couples attempting to avoid pregnancy, the percentage who continues to use a method for 1 year.  
 ¶ The percentage becoming pregnant in the second and third columns are based on data from populations where contraception is not used and from women who 

cease using contraception to become pregnant. Among such populations, approximately 89% become pregnant within 1 year. This estimate was lowered slightly 
(to 85%) to represent the percentage who would become pregnant within 1 year among women not relying on reversible methods of contraception if they 
abandoned contraception altogether.

 ** Foams, creams, gels, vaginal suppositories, and vaginal film.
 †† The ovulation and two day methods are based on evaluation of cervical mucus. The standard days method avoids intercourse on cycle days 8–19. The symptothermal 

method is a double-check method based on evaluation of cervical mucus to determine the first fertile day and evaluation of cervical mucus and temperature to 
determine the last fertile day.

 §§ Without spermicides.
 *** With spermicidal cream or jelly.
 ††† This is a highly effective, temporary method of contraception. However, to maintain in effective protection against pregnancy, another method of contraception must 

be used as soon as menstruation resumes, the frequency of duration of breastfeeds is reduced, bottle feeds are introduced, or the baby reaches age 6 months.

http://www.cdc.gov/reproductivehealth/UnintendedPregnancy/USMEC.htm
http://www.cdc.gov/reproductivehealth/UnintendedPregnancy/USMEC.htm
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status in a woman who is about to start using contraceptives 
(Box 1). If a woman meets one of these criteria (and therefore 
the health-care provider can be reasonably certain that she is 
not pregnant), a urine pregnancy test might be considered 
in addition to these criteria (based on clinical judgment), 
bearing in mind the limitations of the accuracy of pregnancy 
testing. If a woman does not meet any of these criteria, then 
the health-care provider cannot be reasonably certain that she 
is not pregnant, even with a negative pregnancy test. Routine 
pregnancy testing for every woman is not necessary.

On the basis of clinical judgment, health-care providers 
might consider the addition of a urine pregnancy test; however, 
they should be aware of the limitations, including accuracy 

of the test relative to the time of last sexual intercourse, 
recent delivery, or spontaneous or induced abortion. Routine 
pregnancy testing for every woman is not necessary. If a woman 
has had recent (i.e., within the last 5 days) unprotected sexual 
intercourse, consider offering emergency contraception (either 
a Cu-IUD or ECPs), if pregnancy is not desired.

Comments and Evidence Summary. The criteria for 
determining whether a woman is pregnant depend on the 
assurance that she has not ovulated within a certain amount of 
time after her last menses, spontaneous or induced abortion, or 
delivery. Among menstruating women, the timing of ovulation 
can vary widely. During an average 28-day cycle, ovulation 
generally occurs during days 9–20 (38). In addition, the 

FIGURE 1.  Effectiveness of family planning methods

Sources: Adapted from World Health Organization (WHO) Department of Reproductive Health and Research, Johns Hopkins Bloomberg School of Public Health/
Center for Communication Programs (CCP). Knowledge for health project. Family planning: a global handbook for providers (2011 update). Baltimore, MD; Geneva, 
Switzerland: CCP and WHO; 2011; and Trussell J. Contraceptive failure in the United States. Contraception 2011;83:397–404.
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likelihood of ovulation is low from days 1–7 of the menstrual 
cycle (39). After a spontaneous or an induced abortion, 
ovulation can occur within 2–3 weeks and has been found 
to occur as early as 8–13 days after the end of the pregnancy. 
Therefore, the likelihood of ovulation is low ≤7 days after an 
abortion (40–42). A recent systematic review reported that the 
mean day of first ovulation among postpartum nonlactating 
women occurred 45–94 days after delivery (43). In one study, 
the earliest ovulation was reported at 25 days after delivery. 
Among women who are within 6 months postpartum, are fully 
or nearly fully breastfeeding, and are amenorrheic, the risk for 
pregnancy is <2% (44).

Although pregnancy tests often are performed before 
initiating contraception, the accuracy of qualitative urine 
pregnancy tests varies depending on the timing of the test 
relative to missed menses, recent sexual intercourse, or recent 
pregnancy. The sensitivity of a pregnancy test is defined as 
the concentration of human chorionic gonadotropin (hCG) 
at which 95% of tests are positive. Most qualitative pregnancy 
tests approved by the U.S. Food and Drug Administration 
(FDA) report a sensitivity of 20–25 mIU/mL in urine (45–48) 
However, pregnancy detection rates can vary widely because of 
differences in test sensitivity and the timing of testing relative 
to missed menses (47,49). Some studies have shown that an 
additional 11 days past the day of expected menses are needed 
to detect 100% of pregnancies using qualitative tests (46). In 
addition, pregnancy tests cannot detect a pregnancy resulting 
from recent sexual intercourse. Qualitative tests also might have 
positive results for several weeks after termination of pregnancy 

because hCG can be present for several weeks after delivery or 
abortion (spontaneous or induced) (50–52).

For contraceptive methods other than IUDs, the benefits 
of starting to use a contraceptive method likely exceed any 
risk, even in situations in which the health-care provider is 
uncertain whether the woman is pregnant. Therefore, the 
health-care provider can consider having patients start using 
contraceptive methods other than IUDs at any time, with 
a follow-up pregnancy test in 2–4 weeks. The risks of not 
starting to use contraception should be weighed against the 
risks of initiating contraception use in a woman who might 
be already pregnant. Most studies have shown no increased 
risk for adverse outcomes, including congenital anomalies 
or neonatal or infant death, among infants exposed in utero 
to COCs (53–55). Studies also have shown no increased risk 
for neonatal or infant death or developmental abnormalities 
among infants exposed in utero to DMPA (54,56,57).

In contrast, for women who want to begin using an IUD 
(Cu-IUD or LNG-IUD), in situations in which the health-
care provider is uncertain whether the woman is pregnant, the 
woman should be provided with another contraceptive method 
to use until the health-care provider is reasonably certain that 
she is not pregnant and can insert the IUD. Pregnancies among 
women with IUDs are at higher risk for complications such as 
spontaneous abortion, septic abortion, preterm delivery, and 
chorioamnionitis (58).

A systematic review identified four analyses of data 
from three diagnostic accuracy studies that evaluated the 
performance of the criteria listed above through use of a 
pregnancy checklist compared with a urine pregnancy test 
conducted concurrently (12). The performance of the checklist 
to diagnose or exclude pregnancy varied, with sensitivity 
of 55%–100% and specificity of 39%–89%. The negative 
predictive value was consistent across studies at 99%–100%; 
the pregnancy checklist correctly ruled out women who were 
not pregnant. One of the studies assessed the added usefulness 
of signs and symptoms of pregnancy and found that these 
criteria did not substantially improve the performance of the 
pregnancy checklist, although the number of women with signs 
and symptoms was small (34) (Level of evidence: Diagnostic 
accuracy studies, fair, direct).

Intrauterine Contraception
Three IUDs are available in the United States, the Cu-IUD 

and two LNG-IUDs (containing a total of either 13.5 mg 
or 52 mg levonorgestrel). Fewer than 1 woman out of 100 
becomes pregnant in the first year of using IUDs (with typical 
use) (59). IUDs are long acting, are reversible, and can be 

BOX 1. How To Be Reasonably Certain that a Woman Is Not Pregnant

A health-care provider can be reasonably certain that a 
woman is not pregnant if she has no symptoms or signs 
of pregnancy and meets any one of the following criteria:
•	 is ≤7 days after the start of normal menses
•	 has not had sexual intercourse since the start of last 

normal menses
•	 has been correctly and consistently using a reliable 

method of contraception
•	 is ≤7 days after spontaneous or induced abortion
•	 is within 4 weeks postpartum 
•	 is fully or nearly fully breastfeeding (exclusively 

breastfeeding or the vast majority [≥85%] of feeds are 
breastfeeds),* amenorrheic, and <6 months 
postpartum

* Source: Labbok M, Perez A, Valdez V, et al. The Lactational Amenorrhea 
Method (LAM): a postpartum introductory family planning method with 
policy and program implications. Adv Contracept 1994;10:93–109.
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used by women of all ages, including adolescents, and both by 
parous and nulliparous women. IUDs do not protect against 
STDs; consistent and correct use of male latex condoms reduces 
the risk for STDs, including HIV.

Initiation of Cu-IUDs
Timing
•	 The	Cu-IUD	can	be	inserted	at	any	time	if	it	is	reasonably	

certain that the woman is not pregnant (Box 1).
•	 The	Cu-IUD	also	can	be	inserted	within	5	days	of	the	first	

act of unprotected sexual intercourse as an emergency 
contraceptive. If the day of ovulation can be estimated, the 
Cu-IUD also can be inserted >5 days after sexual intercourse 
as long as insertion does not occur >5 days after ovulation.

Need for Back-Up Contraception
•	 No	 additional	 contraceptive	 protection	 is	 needed	 after	

Cu-IUD insertion.

Special Considerations

Amenorrhea (Not Postpartum)
•	Timing: The Cu-IUD can be inserted at any time if it is 

reasonably certain that the woman is not pregnant (Box 1).
•	Need for back-up contraception: No additional contraceptive 

protection is needed.

Postpartum (Including After Cesarean Section)
•	 Timing: The Cu-IUD can be inserted at any time postpartum, 

including immediately postpartum (U.S. MEC 1 or 2) (Box 2), 

if it is reasonably certain that the woman is not pregnant 
(Box 1). The Cu-IUD should not be inserted in a woman with 
puerperal sepsis (U.S. MEC 4).

•	Need for back-up contraception: No additional 
contraceptive protection is needed.

Postabortion (Spontaneous or Induced)
•	Timing: The Cu-IUD can be inserted within the first 

7 days, including immediately postabortion (U.S. MEC 1 
for first trimester abortion and U.S. MEC 2 for second 
trimester abortion). The Cu-IUD should not be inserted 
immediately after septic abortion (U.S. MEC 4).

•	Need for back-up contraception: No additional 
contraceptive protection is needed.

Switching from Another Contraceptive Method
•	Timing: The Cu-IUD can be inserted immediately if it is 

reasonably certain that the woman is not pregnant (Box 1). 
Waiting for her next menstrual period is unnecessary.

•	Need for back-up contraception: No additional 
contraceptive protection is needed.

Comments and Evidence Summary. In situations in which 
the health-care provider is not reasonably certain that the 
woman is not pregnant, the woman should be provided with 
another contraceptive method to use until the health-care 
provider can be reasonably certain that she is not pregnant 
and can insert the Cu-IUD.

A systematic review identified eight studies that suggested that 
timing of Cu-IUD insertion in relation to the menstrual cycle in 
nonpostpartum women had little effect on long-term outcomes 
(rates of continuation, removal, expulsion, or pregnancy) or on 
short-term outcomes (pain at insertion, bleeding at insertion, or 
immediate expulsion) (13) (Level of evidence: II-2, fair, direct).

Initiation of LNG-IUDs
Timing of LNG-IUD Insertion
•	 The	LNG-IUD	can	be	inserted	at	any	time	if	it	is	reasonably	

certain that the woman is not pregnant (Box 1).

Need for Back-Up Contraception
•	 If	the	LNG-IUD	is	inserted	within	the	first	7	days	since	

menstrual bleeding started, no additional contraceptive 
protection is needed.

•	 If	the	LNG-IUD	is	inserted	>7	days	since	menstrual	bleeding	
started, the woman needs to abstain from sexual intercourse 
or use additional contraceptive protection for the next 7 days.

BOX 2. Categories of medical eligibility criteria for contraceptive use

U.S. MEC 1 = A condition for which there is no restriction 
for the use of the contraceptive method.

U.S. MEC 2 = A condition for which the advantages of 
using the method generally outweigh the theoretical or 
proven risks.

U.S. MEC 3 = A condition for which the theoretical or 
proven risks usually outweigh the advantages of using the 
method.

U.S. MEC 4 = A condition that represents an unacceptable 
health risk if the contraceptive method is used.

Abbreviations: U.S. MEC = U.S. Medical Eligibility Criteria for Contraceptive 
Use, 2010.
Source: CDC. U.S. medical eligibility criteria for contraceptive use. 
MMWR 2010;59(No. RR-4).
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Special Considerations

Amenorrhea (Not Postpartum)
•	Timing: The LNG-IUD can be inserted at any time if it is 

reasonably certain that the woman is not pregnant (Box 1).
•	Need for back-up contraception: The woman needs to 

abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days.

Postpartum (Including After Cesarean Section)
• Timing: The LNG-IUD can be inserted at any time, 

including immediately postpartum (U.S. MEC 1 or 2) if 
it is reasonably certain that the woman is not pregnant 
(Box 1). The LNG-IUD should not be inserted in a 
woman with puerperal sepsis (U.S. MEC 4).

•	Need for back-up contraception: If the woman is 
<6 months postpartum, amenorrheic, and fully or nearly 
fully breastfeeding (exclusively breastfeeding or the vast 
majority [≥85%] of feeds are breastfeeds) (60), no 
additional contraceptive protection is needed. Otherwise, 
a woman who is ≥21 days postpartum and has not 
experienced return of her menstrual cycle needs to abstain 
from sexual intercourse or use additional contraceptive 
protection for the next 7 days. If her menstrual cycles have 
returned and it has been >7 days since menstrual bleeding 
began, she needs to abstain from sexual intercourse or use 
additional contraceptive protection for the next 7 days.

Postabortion (Spontaneous or Induced)
•	Timing: The LNG-IUD can be inserted within the first 

7 days, including immediately postabortion (U.S. MEC 1 
for first-trimester abortion and U.S. MEC 2 for second-
trimester abortion). The LNG-IUD should not be inserted 
immediately after a septic abortion (U.S. MEC 4).

•	Need for back-up contraception: The woman needs to 
abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days unless the 
IUD is placed at the time of a surgical abortion.

Switching from Another Contraceptive Method
•	Timing: The LNG-IUD can be inserted immediately if it 

is reasonably certain that the woman is not pregnant (Box 1). 
Waiting for her next menstrual period is unnecessary.

•	Need for back-up contraception: If it has been >7 days 
since menstrual bleeding began, the woman needs to 
abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days.

•	 Switching from a Cu-IUD: If the woman has had sexual 
intercourse since the start of her current menstrual cycle 
and it has been >5 days since menstrual bleeding started, 

theoretically, residual sperm might be in the genital tract, 
which could lead to fertilization if ovulation occurs. A 
health-care provider can consider providing ECPs at the 
time of LNG-IUD insertion.

Comments and Evidence Summary. In situations in which 
the health-care provider is uncertain whether the woman might 
be pregnant, the woman should be provided with another 
contraceptive method to use until the health-care provider 
can be reasonably certain that she is not pregnant and can 
insert the LNG-IUD. If a woman needs to use additional 
contraceptive protection when switching to an LNG-IUD 
from another contraceptive method, consider continuing her 
previous method for 7 days after LNG-IUD insertion. No 
direct evidence was found regarding the effects of inserting 
LNG-IUDs on different days of the cycle on short- or long-
term outcomes (13).

Examinations and Tests Needed Before 
Initiation of a Cu-IUD or an LNG-IUD

Among healthy women, few examinations or tests are needed 
before initiation of an IUD (Table 2). Bimanual examination 
and cervical inspection are necessary before IUD insertion. A 
baseline weight and BMI measurement might be useful for 
monitoring IUD users over time. If a woman has not been 
screened for STDs according to STD screening guidelines, 
screening can be performed at the time of insertion.  Women 
with known medical problems or other special conditions 
might need additional examinations or tests before being 
determined to be appropriate candidates for a particular 
method of contraception. U.S. MEC might be useful in such 
circumstances (5).

Comments and Evidence Summary. Weight (BMI): 
Obese women can use IUDs (U.S. MEC 1) (5); therefore, 
screening for obesity is not necessary for the safe initiation 
of IUDs. However, measuring weight and calculating BMI 
(weight [kg] / height [m]2) at baseline might be helpful for 
monitoring any changes and counseling women who might 
be concerned about weight change perceived to be associated 
with their contraceptive method.

Bimanual examination and cervical inspection: Bimanual 
examination and cervical inspection are necessary before IUD 
insertion to assess uterine size and position and to detect any 
cervical or uterine abnormalities that might indicate infection 
or otherwise prevent IUD insertion (61,62).

STDs: Women should be routinely screened for chlamydial 
infection and gonorrhea according to national screening 
guidelines. The CDC Sexually Transmitted Diseases Treatment 
Guidelines provide information on screening eligibility, timing, 
and frequency of screening and on screening for persons 



Recommendations and Reports

10 MMWR / June 21, 2013 / Vol. 62 / No. 5

with risk factors (32). If STD screening guidelines have been 
followed, most women do not need additional STD screening 
at the time of IUD insertion. If a woman has not been screened 
according to guidelines, screening can be performed at the time 
of IUD insertion and insertion should not be delayed. Women 
with purulent cervicitis or current chlamydial infection or 
gonorrhea should not undergo IUD insertion (U.S. MEC 4). 
Women who have a very high individual likelihood of STD 
exposure (e.g., those with a currently infected partner) generally 
should not undergo IUD insertion (U.S. MEC 3) (5). For these 
women, IUD insertion should be delayed until appropriate 

testing and treatment occur.  A systematic review did not 
identify any evidence regarding women who were screened 
versus not screened for STDs before IUD insertion (14). 
Although women with STDs at the time of IUD insertion 
have a higher risk for PID, the overall rate of PID among all 
IUD users is low (63,64).

Hemoglobin: Women with iron-deficiency anemia can use 
the LNG-IUD (U.S. MEC 1) (5); therefore, screening for 
anemia is not necessary for safe initiation of the LNG-IUD. 
Women with iron-deficiency anemia generally can use the 
Cu-IUD (U.S. MEC 2). Measurement of hemoglobin before 
initiation of Cu-IUDs is not necessary because of the minimal 
change in hemoglobin among women with and without anemia 
using Cu-IUDs. A systematic review identified four studies that 
provided direct evidence for changes in hemoglobin among 
women with anemia who received Cu-IUDs (30). Evidence 
from one randomized trial (65) and one prospective cohort 
study (66) showed no significant changes in hemoglobin 
among Cu-IUD users with anemia, whereas two prospective 
cohort studies (67,68) showed a statistically significant decrease 
in hemoglobin levels during 12 months of follow-up; however, 
the magnitude of the decrease was small and most likely not 
clinically significant. The systematic review also identified 21 
studies that provided indirect evidence by examining changes 
in hemoglobin among healthy women receiving Cu-IUDs 
(69–89), which generally showed no clinically significant 
changes in hemoglobin levels with up to 5 years of follow-up 
(Level of evidence: I to II-2, fair, direct).

Liver enzymes: Women with liver disease can use the 
Cu-IUD (U.S. MEC 1) (5); therefore, screening for liver 
disease is not necessary for the safe initiation of the Cu-IUD. 
Although women with certain liver diseases generally should 
not use the LNG-IUD (U.S. MEC 3) (5), screening for liver 
disease before initiation of the LNG-IUD is not necessary 
because of the low prevalence of these conditions and the 
high likelihood that women with liver disease already would 
have had the condition diagnosed. A systematic review did 
not identify any evidence regarding outcomes among women 
who were screened versus not screened with liver enzyme tests 
before initiation of hormonal contraceptive use (14). The 
prevalence of liver disorders among women of reproductive 
age is low. In 2008, among adults aged 18–44 years, the 
percentage with liver disease (not further specified) was 1.0% 
(90). In 2009, the incidence of acute hepatitis A, B, or C 
among women was <1 per 100,000 population (91). During 
1998–2007, the incidence of liver carcinoma among women 
was approximately 3 per 100,000 population (92). Because 
estrogen and progestins are metabolized in the liver, the use 
of hormonal contraceptives among women with liver disease 

TABLE 2. Classification of examinations and tests needed before IUD 
insertion

Examination or test

Class*

Copper-
containing IUD

Levonorgestrel-
releasing IUD

Examinations
Blood pressure C C
Weight (BMI) (weight [kg]/

height [m]2)
—† —†

Clinical breast examination C C
Bimanual examination and 

cervical inspection
A A

Laboratory tests
Glucose C C
Lipids C C
Liver enzymes C C
Hemoglobin C C
Thrombogenic mutations C C
Cervical cytology 

(Papanicolaou smear)
C C

STD screening with 
laboratory tests

—§ —§

HIV screening with laboratory 
tests

C C

Abbreviations: BMI = body mass index; HIV = human immunodeficiency virus; 
IUD = intrauterine device; STD = sexually transmitted disease; U.S. MEC = U.S. 
Medical Eligibility Criteria for Contraceptive Use, 2010.
* Class A: essential and mandatory in all circumstances for safe and effective 

use of the contraceptive method. Class B: contributes substantially to safe 
and effective use, but implementation may be considered within the public 
health and/or service context; the risk of not performing an examination or 
test should be balanced against the benefits of making the contraceptive 
method available. Class C: does not contribute substantially to safe and 
effective use of the contraceptive method.

† Weight (BMI) measurement is not needed to determine medical eligibility for any 
methods of contraception because all methods can be used (U.S. MEC 1) or 
generally can be used (U.S. MEC 2) among obese women (Box 2). However, 
measuring weight and calculating BMI at baseline might be helpful for monitoring 
any changes and counseling women who might be concerned about weight 
change perceived to be associated with their contraceptive method.

§ Most women do not require additional STD screening at the time of IUD 
insertion if they have already been screened according to CDC’s STD Treatment 
Guidelines (available at http://www.cdc.gov/std/treatment). If a woman has 
not been screened according to guidelines, screening can be performed at 
the time of IUD insertion, and insertion should not be delayed. Women with 
purulent cervicitis or current chlamydial infection or gonorrhea should not 
undergo IUD insertion (U.S. MEC 4). Women who have a very high individual 
likelihood of STD exposure (e.g., those with a currently infected partner) 
generally should not undergo IUD insertion (U.S. MEC 3). For these women, 
IUD insertion should be delayed until appropriate testing and treatment occur.

http://www.cdc.gov/std/treatment
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might, theoretically, be a concern. The use of hormonal 
contraceptives, specifically COCs and POPs, does not affect 
disease progression or severity in women with hepatitis, 
cirrhosis, or benign focal nodular hyperplasia (93,94), although 
evidence is limited, and no evidence exists for the LNG-IUD. 

Clinical breast examination: Women with breast disease 
can use the Cu-IUD (U.S. MEC 1) (5); therefore, screening 
for breast disease is not necessary for the safe initiation of 
the Cu-IUD. Although women with current breast cancer 
should not use the LNG-IUD (U.S. MEC 4) (5), screening 
asymptomatic women with a clinical breast examination 
before inserting an IUD is not necessary because of the low 
prevalence of breast cancer among women of reproductive 
age. A systematic review did not identify any evidence 
regarding outcomes among women who were screened versus 
not screened with a breast examination before initiation of 
hormonal contraceptives (15). The incidence of breast cancer 
among women of reproductive age in the United States is low. 
In 2009, the incidence of breast cancer among women aged 
20–49 years was approximately 72 per 100,000 women (95).

Cervical cytology: Although women with cervical cancer 
should not undergo IUD insertion (U.S. MEC 4) (5), 
screening asymptomatic women with cervical cytology before 
IUD insertion is not necessary because of the high rates of 
cervical screening, low incidence of cervical cancer in the 
United States, and high likelihood that a woman with cervical 
cancer already would have had the condition diagnosed. A 
systematic review did not identify any evidence regarding 
outcomes among women who were screened versus not 
screened with cervical cytology before initiation of IUDs (14). 
Cervical cancer is rare in the United States, with an incidence 
rate of 8.1 per 100,000 women per year during 2004–2008 
(95). The incidence and mortality rates from cervical cancer 
have declined dramatically in the United States, largely because 
of cervical cytology screening (96). Overall screening rates for 
cervical cancer in the United States are high; among women 
aged 22–30 years, approximately 87% reported having cervical 
cytology screening within the last 3 years (97).

HIV screening: Although women with acquired 
immunodeficiency syndrome (AIDS) who are not clinically 
well should generally not undergo IUD insertion (U.S. MEC 3) 
(5), HIV screening is not necessary before IUD insertion 
because of the high likelihood that a woman in the United 
States with such an advanced stage of disease already would 
have had the condition diagnosed. A systematic review did 
not identify any evidence regarding outcomes among women 
who were screened versus not screened for HIV infection 
before IUD insertion (14). Limited evidence suggests that 
IUDs are not associated with disease progression, increased 

infection, or other adverse health effects among women with 
HIV infection (98).

Other screening: Women with hypertension, diabetes, 
hyperlipidemia, or thrombogenic mutations can use 
(U.S. MEC 1) or generally can use (U.S. MEC 2) IUDs (5). 
Therefore, screening for these conditions is not necessary for 
the safe initiation of IUDs.

Provision of Prophylactic Antibiotics at the 
Time of IUD Insertion

•	 Prophylactic	antibiotics	are	generally	not	recommended	
for Cu-IUD or LNG-IUD insertion.

Comments and Evidence Summary. Theoretically, 
IUD insertion could induce bacterial spread and lead to 
complications such as PID or infective endocarditis. A 
metaanalysis was conducted of randomized controlled 
trials examining antibiotic prophylaxis versus placebo or 
no treatment for IUD insertion (99). Use of prophylaxis 
reduced the frequency of unscheduled return visits but did not 
significantly reduce the incidence of PID or premature IUD 
discontinuation. Although the risk for PID was higher within 
the first 20 days after insertion, the incidence of PID was low 
among all women who had IUDs inserted (63). In addition, 
the American Heart Association recommends that the use of 
prophylactic antibiotics solely to prevent infective endocarditis 
is not needed for genitourinary procedures (100). Studies have 
not demonstrated a conclusive link between genitourinary 
procedures and infective endocarditis or a preventive benefit 
of prophylactic antibiotics during such procedures (100).

Routine Follow-Up After IUD Insertion
These recommendations address when routine follow-up is 

needed for safe and effective continued use of contraception 
for healthy women. The recommendations refer to general 
situations and might vary for different users and different 
situations. Specific populations that might benefit from more 
frequent follow-up visits include adolescents, persons with 
certain medical conditions or characteristics, and persons with 
multiple medical conditions.
•	 Advise	a	woman	to	return	at	any	time	to	discuss	side	effects	or	

other problems, if she wants to change the method being used, 
and when it is time to remove or replace the contraceptive 
method. No routine follow-up visit is required.

•	 At	other	routine	visits,	health-care	providers	who	see	IUD	
users should do the following:

 – Assess the woman’s satisfaction with her contraceptive 
method and whether she has any concerns about 
method use.
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 – Assess any changes in health status, including 
medications, that would change the appropriateness of 
the IUD for safe and effective continued use on the 
basis of U.S. MEC (e.g., category 3 and 4 conditions 
and characteristics).

 – Consider performing an examination to check for the 
presence of the IUD strings.

 – Consider assessing weight changes and counseling women 
who are concerned about weight changes perceived to be 
associated with their contraceptive method. 

Comments and Evidence Summary. Evidence from a 
systematic review about the effect of a specific follow-up visit 
schedule on IUD continuation is very limited and of poor 
quality. The evidence did not suggest that greater frequency of 
visits or earlier timing of the first follow-up visit after insertion 
improves continuation of use (16) (Level of evidence: II-2, 
poor, direct). Evidence from four studies from a systematic 
review on the incidence of PID among IUD initiators, or 
IUD removal as a result of PID, suggested that the incidence 
of PID did not differ between women using Cu-IUDs and 
those using DMPA, COCs, or LNG-IUDs (17) (Level of 
evidence: I to II-2, good, indirect). Evidence on the timing of 
PID after IUD insertion is mixed. Although the rate of PID 
was generally low, the largest study suggested that the rate of 
PID was significantly higher in the first 20 days after insertion 
(63) (Level of evidence: I to II-3, good to poor, indirect).

Bleeding Irregularities with Cu-IUD Use
•	 Before	Cu-IUD	 insertion,	 provide	 counseling	 about	

potential changes in bleeding patterns during Cu-IUD 
use. Unscheduled spotting or light bleeding, as well as 
heavy or prolonged bleeding, is common during the first 
3–6 months of Cu-IUD use,  is generally not harmful, 
and decreases with continued Cu-IUD use.

•	 If	clinically	indicated,	consider	an	underlying	gynecological	
problem, such as Cu-IUD displacement, an STD, 
pregnancy, or new pathologic uterine conditions (e.g., 
polyps or fibroids), especially in women who have already 
been using the Cu-IUD for a few months or longer and 
who have developed a new onset of heavy or prolonged 
bleeding. If an underlying gynecological problem is found, 
treat the condition or refer for care.

•	 If	an	underlying	gynecological	problem	is	not	found	and	
the woman requests treatment, the following treatment 
option can be considered during days of bleeding:

 – Nonsteroidal antiinflammatory drugs (NSAIDs) for 
short-term treatment (5–7 days)

•	 If	bleeding	persists	and	the	woman	finds	it	unacceptable,	
counsel her on alternative contraceptive methods, and 
offer another method if it is desired.

Comments and Evidence Summary. During contraceptive 
counseling and before insertion of the Cu-IUD, information 
about common side effects such as unscheduled spotting or 
light bleeding or heavy or prolonged menstrual bleeding, 
especially during the first 3–6 months of use, should be 
discussed (70). These bleeding irregularities are generally 
not harmful. Enhanced counseling about expected bleeding 
patterns and reassurance that bleeding irregularities are 
generally not harmful has been shown to reduce method 
discontinuation in clinical trials with other contraceptives (i.e., 
DMPA) (101,102).

Evidence is limited on specific drugs, doses, and durations 
of use for effective treatments for bleeding irregularities with 
Cu-IUD use; therefore, although this document includes 
general recommendations for treatments to consider, evidence 
for specific regimens is lacking.

A systematic review identified 11 articles that examined 
various therapeutic treatments for heavy menstrual bleeding, 
prolonged menstrual bleeding, or both among women using 
Cu-IUDs (18). Nine studies examined the use of various oral 
NSAIDs for the treatment of heavy or prolonged menstrual 
bleeding among Cu-IUD users and compared them to either 
a placebo or a baseline cycle. Three of these trials examined 
the use of indomethacin (103–105), another three examined 
mefenamic acid (106–108), and another three examined 
flufenamic acid (103,104,109). Other NSAIDs used in the 
reported trials included alclofenac (103,104), suprofen (110), 
and diclofenac sodium (111). All but one NSAID study (107) 
demonstrated statistically significant or notable reductions in 
mean total menstrual blood loss with NSAID use. One study 
among 19 Cu-IUD users with heavy bleeding suggested that 
treatment with oral tranexamic acid can significantly reduce 
mean blood loss during treatment compared with placebo 
(111). Data regarding the overall safety of tranexamic acid 
are limited; an FDA warning states that tranexamic acid 
is contraindicated in women with active thromboembolic 
disease or with a history or intrinsic risk for thrombosis 
or thromboembolism (112,113). Treatment with aspirin 
demonstrated no statistically significant change in mean blood 
loss among women whose pretreatment menstrual blood loss 
was >80 mL or 60–80 mL; treatment resulted in a significant 
increase among women whose pretreatment menstrual 
blood loss was <60 mL (114). One study examined the use 
of a synthetic form of vasopressin, intranasal desmopressin 
(300 µg/day), for the first 5 days of menses for three treatment 
cycles and found a significant reduction in mean blood loss 
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compared with baseline (106) (Level of evidence: I to II-3, 
poor to fair, direct). Only one small study examined treatment 
of spotting with three separate NSAIDs and did not observe 
improvements in spotting in any of the groups (103) (Level 
of evidence: I, poor, direct).

Bleeding Irregularities (Including 
Amenorrhea) with LNG-IUD Use

•	 Before	LNG-IUD	 insertion,	 provide	 counseling	 about	
potential changes in bleeding patterns during LNG-IUD 
use. Unscheduled spotting or light bleeding is expected 
during the first 3–6 months of LNG-IUD use, is generally 
not harmful, and decreases with continued LNG-IUD 
use. Over time, bleeding generally decreases with LNG-
IUD use, and many women experience only light 
menstrual bleeding or amenorrhea. Heavy or prolonged 
bleeding, either unscheduled or menstrual, is uncommon 
during LNG-IUD use.

Irregular Bleeding (Spotting, Light Bleeding, or 
Heavy or Prolonged Bleeding)
•	 If	clinically	indicated,	consider	an	underlying	gynecological	

problem, such as LNG-IUD displacement, an STD, 
pregnancy, or new pathologic uterine conditions (e.g., 
polyps or fibroids). If an underlying gynecological problem 
is found, treat the condition or refer for care.

•	 If	bleeding	persists	and	the	woman	finds	it	unacceptable,	
counsel her on alternative contraceptive methods, and 
offer another method if it is desired.

Amenorrhea
•	 Amenorrhea	 does	 not	 require	 any	medical	 treatment.	

Provide reassurance.
 – If a woman’s regular bleeding pattern changes abruptly 
to amenorrhea, consider ruling out pregnancy if 
clinically indicated.

•	 If	amenorrhea	persists	and	the	woman	finds	it	unacceptable,	
counsel her on alternative contraceptive methods, and 
offer another method if it is desired

Comments and Evidence Summary. During contraceptive 
counseling and before insertion of the LNG-IUD, information 
about common side effects such as unscheduled spotting 
or light bleeding, especially during the first 3–6 months of 
use, should be discussed. Approximately half of LNG-IUD 
users are likely to experience amenorrhea or oligomenorrhea 
by 2 years of use (115). These bleeding irregularities are 
generally not harmful. Enhanced counseling about expected 
bleeding patterns and reassurance that bleeding irregularities 

are generally not harmful has been shown to reduce method 
discontinuation in clinical trials with other hormonal 
contraceptives (i.e., DMPA) (101,102). No direct evidence 
was found regarding therapeutic treatments for bleeding 
irregularities during LNG-IUD use.

Management of the IUD when a Cu-IUD or 
an LNG-IUD User Is Found To Have PID
•	 Treat	the	PID	according	to	the	CDC	Sexually Transmitted 

Diseases Treatment Guidelines (32).
•	 Provide	comprehensive	management	for	STDs,	including	

counseling about condom use.
•	 The	IUD	does	not	need	to	be	removed	immediately	if	the	

woman needs ongoing contraception.
•	 Reassess	 the	 woman	 in	 48–72	 hours.	 If	 no	 clinical	

improvement occurs, continue antibiotics and consider 
removal of the IUD.

•	 If	 the	woman	wants	 to	discontinue	use,	 remove	 the	 IUD	
sometime after antibiotics have been started to avoid the potential 
risk for bacterial spread resulting from the removal procedure.

•	 If	 the	 IUD	 is	 removed,	 consider	ECPs	 if	 appropriate.	
Counsel the woman on alternative contraceptive methods, 
and offer another method if it is desired.

•	 A	summary	of	IUD	management	in	women	with	PID	is	
provided (Appendix F).

Comments and Evidence Summary. Treatment outcomes 
do not generally differ between women with PID who retain 
the IUD and those who have the IUD removed; however, 
appropriate antibiotic treatment and close clinical follow-up 
are necessary.

A systematic review identified four studies that included 
women using copper or nonhormonal IUDs who developed 
PID and compared outcomes between women who had the 
IUD removed or did not (19). One randomized trial showed 
that women with IUDs removed had longer hospitalizations 
than those who did not, although no differences in PID 
recurrences or subsequent pregnancies were observed (116). 
Another randomized trial showed no differences in laboratory 
findings among women who removed the IUD compared 
with those who did not (117). One prospective cohort study 
showed no differences in clinical or laboratory findings during 
hospitalization; however, the IUD removal group had longer 
hospitalizations (118). One randomized trial showed that 
the rate of recovery for most clinical signs and symptoms 
was higher among women who had the IUD removed than 
among women who did not (119). No evidence was found 
regarding women using LNG-IUDs (Level of evidence: I to 
II-2, fair, direct).
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Management of the IUD when a Cu-IUD or 
an LNG-IUD User Is Found To Be Pregnant
•	 Evaluate	for	possible	ectopic	pregnancy.
•	 Advise	 the	woman	 that	 she	 has	 an	 increased	 risk	 for	

spontaneous abortion (including septic abortion that 
might be life threatening) and of preterm delivery if the 
IUD is left in place. The removal of the IUD reduces these 
risks but might not decrease the risk to the baseline level 
of a pregnancy without an IUD.

 – If she does not want to continue the pregnancy, counsel 
her about options.

 – If she wants continue the pregnancy, advise her to seek 
care promptly if she has heavy bleeding, cramping, pain, 
abnormal vaginal discharge, or fever.

IUD Strings Are Visible or Can Be Retrieved Safely 
from the Cervical Canal
•	 Advise	the	woman	that	the	IUD	should	be	removed	as	

soon as possible.
 – If the IUD is to be removed, remove it by pulling on 
the strings gently.

 – Advise the woman that she should return promptly if 
she has heavy bleeding, cramping, pain, abnormal 
vaginal discharge, or fever.

•	 If	she	chooses	to	keep	the	IUD,	advise	her	to	seek	care	
promptly if she has heavy bleeding, cramping, pain, 
abnormal vaginal discharge, or fever.

IUD Strings Are Not Visible and Cannot Be  
Retrieved Safely
•	 If	 ultrasonography	 is	 available,	 consider	 performing	or	

referring for ultrasound examination to determine the 
location of the IUD. If the IUD cannot be located, it might 
have been expelled or have perforated the uterine wall.

•	 If	ultrasonography	is	not	possible	or	the	IUD	is	determined	
by ultrasound to be inside the uterus, advise the woman 
to seek care promptly if she has heavy bleeding, cramping, 
pain, abnormal vaginal discharge, or fever.

Comments and Evidence Summary. Removing the IUD 
improves the pregnancy outcome if the IUD strings are visible 
or the device can be retrieved safely from the cervical canal. 
Risks for spontaneous abortion, preterm delivery, and infection 
are substantial if the IUD is left in place.

Theoretically, the fetus might be affected by hormonal 
exposure from an LNG-IUD; however, whether this exposure 
increases the risk for fetal abnormalities is unknown.

A systematic review identified nine studies suggesting that 
women who did not remove their IUDs during pregnancy 
were at greater risk for adverse pregnancy outcomes (including 

spontaneous abortion, septic abortion, preterm delivery, and 
chorioamnionitis) compared with women who had their IUDs 
removed or who did not have an IUD (58). Cu-IUD removal 
decreased risks but not to the baseline risk for pregnancies 
without an IUD. One case series examined LNG-IUDs. 
When they were not removed, eight in 10 pregnancies ended 
in spontaneous abortions (Level of evidence: II-2, fair, direct).

Implants
The etonogestrel implant, a single rod with 68 mg of 

etonogestrel, is available in the United States. Fewer than 1 
woman out of 100 become pregnant in the first year of use of 
the etonogestrel implant with typical use (59). The implant is 
long acting, is reversible, and can be used by women of all ages, 
including adolescents. The implant does not protect against 
STDs; consistent and correct use of male latex condoms reduces 
the risk for STDs, including HIV.

Initiation of Implants
Timing
•	 The	implant	can	be	inserted	at	any	time	if	it	is	reasonably	

certain that the woman is not pregnant (Box 1).

Need for Back-Up Contraception
•	 If	 the	 implant	 is	 inserted	within	 the	 first	 5	 days	 since	

menstrual bleeding started, no additional contraceptive 
protection is needed.

•	 If	the	implant	is	inserted	>5	days	since	menstrual	bleeding	
started, the woman needs to abstain from sexual intercourse 
or use additional contraceptive protection for the next 7 days.

Special Considerations

Amenorrhea (Not Postpartum)
•	Timing: The implant can be inserted at any time if it is 

reasonably certain that the woman is not pregnant (Box 1).
•	Need for back-up contraception: The woman needs to 

abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days.

Postpartum (Breastfeeding)
•	Timing: The implant can be inserted at any time (U.S. 

MEC 2 if <1 month postpartum and U.S. MEC 1 if ≥1 
month postpartum) if it is reasonably certain that the 
woman is not pregnant (Box 1).

•	 Need for back-up contraception: If the woman is <6 months 
postpartum, amenorrheic, and fully or nearly fully breastfeeding 
(exclusively breastfeeding or the vast majority [≥85%] of feeds 
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are breastfeeds) (60), no additional contraceptive protection is 
needed. Otherwise, a woman who is ≥21 days postpartum and 
has not experienced return of her menstrual cycle needs to 
abstain from sexual intercourse or use additional contraceptive 
protection for the next 7 days. If her menstrual cycles have 
returned and it has been >5 days since menstrual bleeding 
started, she needs to abstain from sexual intercourse or use 
additional contraceptive protection for the next 7 days.

Postpartum (Not Breastfeeding)
•	Timing: The implant can be inserted at any time, including 

immediately postpartum (U.S. MEC 1) if it is reasonably 
certain that the woman is not pregnant (Box 1).

•	Need for back-up contraception: A woman who is 
≥21 days postpartum and has not experienced return of 
her menstrual cycle needs to abstain from sexual 
intercourse or use additional contraceptive protection for 
the next 7 days. If her menstrual cycles have returned and 
it has been >5 days since menstrual bleeding started, she 
needs to abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days.

Postabortion (Spontaneous or Induced)
•	Timing: The implant can be inserted within the first 7 days, 

including immediately after the abortion (U.S. MEC 1).
•	Need for back-up contraception: The woman needs to 

abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days unless the 
implant is placed at the time of a surgical abortion.

Switching from Another Contraceptive Method
•	Timing: The implant can be inserted immediately if it is 

reasonably certain that the woman is not pregnant (Box 1). 
Waiting for her next menstrual period is unnecessary.

•	Need for back-up contraception: If it has been >5 days 
since menstrual bleeding started, the woman needs to 
abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days after insertion.

•	 Switching from an IUD: If the woman has had sexual 
intercourse since the start of her current menstrual cycle and 
it has been >5 days since menstrual bleeding started, 
theoretically, residual sperm might be in the genital tract, 
which could lead to fertilization if ovulation occurs. A health-
care provider may consider any of the following options:

 – Advise the woman to retain the IUD for at least 7 days 
after the implant is inserted and return for IUD removal.

 – Advise the woman to abstain from sexual intercourse 
or use barrier contraception for 7 days before removing 
the IUD and switching to the new method.

 – Advise the woman to use ECPs at the time of IUD removal.

Comments and Evidence Summary. In situations in which 
the health-care provider is uncertain whether the woman might 
be pregnant, the benefits of starting the implant likely exceed 
any risk; therefore, starting the implant should be considered 
at any time, with a follow-up pregnancy test in 2–4 weeks.

If a woman needs to use additional contraceptive protection 
when switching to an implant from another contraceptive 
method, consider continuing her previous method for 7 days 
after implant insertion. No direct evidence was found regarding 
the effects of starting the etonogestrel implant at different 
times of the cycle.

Examinations and Tests Needed Before 
Implant Insertion

Among healthy women, no examinations or tests are needed 
before initiation of an implant, although a baseline weight and 
BMI measurement might be useful for monitoring implant 
users over time (Table 3). Women with known medical 
problems or other special conditions might need additional 
examinations or tests before being determined to be appropriate 
candidates for a particular method of contraception. U.S. MEC 
might be useful in such circumstances (5).

TABLE 3. Classification of examinations and tests needed before 
implant insertion

Examination or test Class*

Examination
Blood pressure C
Weight (BMI) (weight [kg]/height [m]2) —†

Clinical breast examination C
Bimanual examination and cervical inspection C

Laboratory test
Glucose C
Lipids C
Liver enzymes C
Hemoglobin C
Thrombogenic mutations C
Cervical cytology (Papanicolaou smear) C
STD screening with laboratory tests C
HIV screening with laboratory tests C

Abbreviations: BMI = body mass index; HIV = human immunodeficiency virus; 
STD = sexually transmitted disease; U.S. MEC = U.S. Medical Eligibility Criteria for 
Contraceptive Use, 2010.
* Class A: essential and mandatory in all circumstances for safe and effective 

use of the contraceptive method. Class B: contributes substantially to safe and 
effective use, but implementation may be considered within the public health 
and/or service context; the risk of not performing an examination or test should 
be balanced against the benefits of making the contraceptive method 
available. Class C: does not contribute substantially to safe and effective use 
of the contraceptive method.

† Weight (BMI) measurement is not needed to determine medical eligibility for 
any methods of contraception because all methods can be used (U.S. MEC 1) or 
generally can be used (U.S. MEC 2) among obese women (Box 2). However, 
measuring weight and calculating BMI at baseline might be helpful for 
monitoring any changes and counseling women who might be concerned about 
weight change perceived to be associated with their contraceptive method. 
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Comments and Evidence Summary. Weight (BMI): Obese 
women can use implants (U.S. MEC 1) (5); therefore, screening 
for obesity is not necessary for the safe initiation of implants. 
However, measuring weight and calculating BMI at baseline 
might be helpful for monitoring any changes and counseling 
women who might be concerned about weight change perceived 
to be associated with their contraceptive method.

Bimanual examination and cervical inspection: A pelvic 
examination is not necessary before initiation of implants 
because it would not facilitate detection of conditions for which 
implant use would be unsafe. Women with current breast cancer 
should not use implants (U.S. MEC 4); women with certain 
liver diseases generally should not use implants (U.S. MEC 3) 
(5). However, none of these conditions are likely to be detected 
by pelvic examination (120). A systematic review identified 
two case-control studies that compared delayed and immediate 
pelvic examination before initiation of hormonal contraceptives, 
specifically oral contraceptives or DMPA (15). No differences in 
risk factors for cervical neoplasia, incidence of STDs, incidence 
of abnormal Papanicolaou smears, or incidence of abnormal 
wet mounts were observed. No evidence was found regarding 
implants (Level of evidence: II-2 fair, direct).

Liver enzymes: Although women with certain liver diseases 
generally should not use implants (U.S. MEC 3) (5), screening 
for liver disease before initiation of implants is not necessary 
because of the low prevalence of these conditions and the 
high likelihood that women with liver disease already would 
have had the condition diagnosed. A systematic review did 
not identify any evidence regarding outcomes among women 
who were screened versus not screened with liver enzyme 
tests before initiation of hormonal contraceptives (14). The 
prevalence of liver disorders among women of reproductive 
age is low. In 2008, the percentage of adults aged 18–44 
years with liver disease (not further specified) was 1.0% 
(90). In 2009, the incidence of acute hepatitis A, B, or C 
among women was <1 per 100,000 population (91). During 
1998–2007, the incidence of liver carcinoma among women 
was approximately 3 per 100,000 population (92). Because 
estrogen and progestins are metabolized in the liver, the use 
of hormonal contraceptives among women with liver disease 
might, theoretically, be a concern. The use of hormonal 
contraceptives, specifically COCs and POPs, does not affect 
disease progression or severity in women with hepatitis, 
cirrhosis, or benign focal nodular hyperplasia (93,94), although 
evidence is limited and no evidence exists for implants.

Clinical breast examination: Although women with 
current breast cancer should not use implants (U.S. MEC 4) 
(5), screening asymptomatic women with a clinical breast 

examination before initiating an implant is not necessary 
because of the low prevalence of breast cancer among women 
of reproductive age (15–49 years). A systematic review did not 
identify any evidence regarding outcomes among women who 
were screened versus not screened with a breast examination 
before initiation of hormonal contraceptives (15). The 
incidence of breast cancer among women of reproductive age 
in the United States is low. In 2009, the incidence of breast 
cancer among women aged 20–49 years was approximately 72 
per 100,000 women (95).

Other screening: Women with hypertension, diabetes, 
hyperlipidemia, anemia, thrombogenic mutations, cervical 
intraepithelial neoplasia, cervical cancer, STDs, or HIV infection 
can use (U.S. MEC 1) or generally can use (U.S. MEC 2) 
implants (5); therefore, screening for these conditions is not 
necessary for the safe initiation of implants.

Routine Follow-Up After Implant Insertion
These recommendations address when routine follow-up is 

needed for safe and effective continued use of contraception 
for healthy women. The recommendations refer to general 
situations and might vary for different users and different 
situations. Specific populations that might benefit from more 
frequent follow-up visits include adolescents, those with certain 
medical conditions or characteristics, and those with multiple 
medical conditions.
•	 Advise	a	woman	to	return	at	any	time	to	discuss	side	effects	

or other problems, if she wants to change the method being 
used, and when it is time to remove or replace the 
contraceptive method. No routine follow-up visit is required.

•	 At	other	routine	visits,	health-care	providers	seeing	implant	
users should do the following:

 – Assess the woman’s satisfaction with her contraceptive 
method and whether she has any concerns about 
method use.

 – Assess any changes in health status, including 
medications, that would change the appropriateness of 
the implant for safe and effective continued use based 
on U.S. MEC (e.g., category 3 and 4 conditions and 
characteristics).

 – Consider assessing weight changes and counseling women 
who are concerned about weight changes perceived to be 
associated with their contraceptive method.

Comments and Evidence Summary. A systematic review 
did not identify any evidence regarding whether a routine 
follow-up visit after initiating an implant improves correct or 
continued use (16).
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Bleeding Irregularities (Including 
Amenorrhea) During Implant Use

•	 Before	 implant	 insertion,	 provide	 counseling	 about	
potential changes in bleeding patterns during implant use. 
Unscheduled spotting or light bleeding is common with 
implant use, and some women experience amenorrhea. 
These bleeding changes are generally not harmful and 
might or might not decrease with continued implant use. 
Heavy or prolonged bleeding, unscheduled or menstrual, 
is uncommon during implant use.

Irregular Bleeding (Spotting, Light Bleeding, or 
Heavy or Prolonged Bleeding)
•	 If	clinically	indicated,	consider	an	underlying	gynecological	

problem, such as interactions with other medications, an 
STD, pregnancy, or new pathologic uterine conditions 
(e.g., polyps or fibroids). If an underlying gynecological 
problem is found, treat the condition or refer for care.

•	 If	an	underlying	gynecologic	problem	is	not	found	and	
the woman wants treatment, the following treatment 
options during days of bleeding can be considered:

 – NSAIDS for short-term treatment (5–7 days)
 – Hormonal treatment (if medically eligible) with low-
dose COCs or estrogen for short-term treatment 
(10–20 days)

•	 If	 irregular	 bleeding	 persists	 and	 the	woman	 finds	 it	
unacceptable, counsel her on alternative methods, and 
offer another method if it is desired.

Amenorrhea
•	 Amenorrhea	 does	 not	 require	 any	medical	 treatment.	

Provide reassurance.
 – If a woman’s regular bleeding pattern changes abruptly 
to amenorrhea, consider ruling out pregnancy if 
clinically indicated.

•	 If	amenorrhea	persists	and	the	woman	finds	it	unacceptable,	
counsel her on alternative contraceptive methods, and 
offer another method if it is desired.

Comments and Evidence Summary. During contraceptive 
counseling and before insertion of the implant, information 
about common side effects, such as unscheduled spotting or 
light bleeding and amenorrhea, especially during the first 
year of use should be discussed. A pooled analysis of data 
from 11 clinical trials indicate that a significant proportion of 
etonogestrel implant users had relatively little bleeding: 22% 
of women experienced amenorrhea and 34% experienced 
infrequent spotting, although 7% reported frequent bleeding 
and 18% reported prolonged bleeding (121). Unscheduled 
bleeding or amenorrhea is generally not harmful. Enhanced 

counseling about expected bleeding patterns and reassurance 
that bleeding irregularities are generally not harmful has been 
shown to reduce discontinuation in clinical trials with other 
hormonal contraceptives (i.e., DMPA) (101,102).

A systematic review and four newly published studies 
examined several medications for the treatment of bleeding 
irregularities with primarily LNG contraceptive implants 
(122–126). Two small studies found significant cessation of 
bleeding within 7 days of start of treatment among women 
taking oral celecoxib (200 mg) daily for 5 days or oral 
mefenamic acid (500 mg) 3 times daily for 5 days compared 
with placebo (124,125). Differences in bleeding cessation 
were not found among women with etonogestrel implants 
taking mifepristone but were found when women with the 
implants combined mifepristone with either ethinyl estradiol 
or doxycycline (126,127). Doxycycline alone or in combination 
with ethinyl estradiol did not improve bleeding cessation 
among etonogestrel implant users (126). Among LNG implant 
users, mifepristone reduced the number of bleeding or spotting 
days but only after 6 months of treatment (128). Evidence 
also suggests that estrogen (129–131), daily COCs (129), 
levonorgestrel pills (130), tamoxifen (132), or tranexamic 
acid (133) can reduce the number of bleeding or spotting 
days during treatment among levonorgestrel implant users. In 
one small study, vitamin E was found to significantly reduce 
the mean number of bleeding days after the first treatment 
cycle; however, another larger study reported no significant 
differences in length of bleeding and spotting episodes with 
vitamin E treatment (134,135). Use of aspirin did not result 
in a significant difference in median length of bleeding or 
bleeding and spotting episodes after treatment (134). One 
study among implant users reported a reduction in number of 
bleeding days after initiating ibuprofen; however, another trial 
did not demonstrate any significant differences in the number 
of spotting and bleeding episodes with ibuprofen compared 
with placebo (123,130).

Injectables
Progestin-only injectable contraceptives (DMPA, 150 mg 

intramuscularly or 104 mg subcutaneously) are available in 
the United States; the only difference between these two 
formulations is the route of administration. Approximately 6 
out of 100 women will become pregnant in the first year of use 
of DMPA with typical use (59). DMPA is reversible and can 
be used by women of all ages, including adolescents. DMPA 
does not protect against STDs; consistent and correct use of 
male latex condoms reduces the risk for STDs, including HIV.
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Initiation of Injectables
Timing
•	 The	first	DMPA	injection	can	be	given	at	any	time	if	it	is	

reasonably certain that the woman is not pregnant (Box 1).

Need for Back-Up Contraception
•	 If	DMPA	is	started	within	the	first	7	days	since	menstrual	

bleeding started, no additional contraceptive protection 
is needed.

•	 If	DMPA	is	started	>7	days	since	menstrual	bleeding	started,	
the woman needs to abstain from sexual intercourse or use 
additional contraceptive protection for the next 7 days.

Special Considerations

Amenorrhea (Not Postpartum)
•	Timing: The first DMPA injection can be given at any 

time if it is reasonably certain that the woman is not 
pregnant (Box 1).

•	Need for back-up contraception: The woman needs to 
abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days.

Postpartum (Breastfeeding)
•	Timing: The first DMPA injection can be given at any 

time, including immediately postpartum (U.S. MEC 2 if 
<1 month postpartum and U.S. MEC 1 if ≥1 month 
postpartum) if it is reasonably certain that the woman is 
not pregnant (Box 1).

•	Need for back-up contraception: If the woman is 
<6 months postpartum, amenorrheic, and fully or nearly 
fully breastfeeding (exclusively breastfeeding or the vast 
majority [≥85%] of feeds are breastfeeds) (60), no 
additional contraceptive protection is needed. Otherwise, 
a woman who is ≥21 days postpartum and has not 
experienced return of her menstrual cycle needs to abstain 
from sexual intercourse or use additional contraceptive 
protection for the next 7 days. If her menstrual cycles have 
returned and it has been >7 days since menstrual bleeding 
started, she needs to abstain from sexual intercourse or use 
additional contraceptive protection for the next 7 days.

Postpartum (Not Breastfeeding)
•	Timing: The first DMPA injection can be given at any 

time, including immediately postpartum (U.S. MEC 1) 
if it is reasonably certain that the woman is not pregnant 
(Box 1).

•	Need for back-up contraception: A woman who is 
≥21 days postpartum and has not experienced return of 
her menstrual cycle needs to abstain from sexual 

intercourse or use additional contraceptive protection for 
the next 7 days. If her menstrual cycles have returned and 
it has been >7 days since menstrual bleeding started, she 
needs to abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days.

Postabortion (Spontaneous or Induced)
•	Timing: The first DMPA injection can be given within 

the first 7 days, including immediately postabortion 
(U.S. MEC 1).

•	Need for back-up contraception: The woman needs to 
abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days unless the 
injection is given at the time of a surgical abortion.

Switching from Another Contraceptive Method
•	Timing: The first DMPA injection can be given 

immediately if it is reasonably certain that the woman is 
not pregnant (Box 1). Waiting for her next menstrual 
period is unnecessary.

•	Need for back-up contraception: If it has been >7 days 
since menstrual bleeding started, the woman needs to 
abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days.

•	 Switching from an IUD: If the woman has had sexual 
intercourse since the start of her current menstrual cycle and 
it has been >5 days since menstrual bleeding started, 
theoretically, residual sperm might be in the genital tract, 
which could lead to fertilization if ovulation occurs. A health-
care provider may consider any of the following options:

 – Advise the women to retain the IUD for at least 7 days 
after the injection and return for IUD removal.

 – Advise the woman to abstain from sexual intercourse 
or use barrier contraception for 7 days before removing 
the IUD and switching to the new method.

 – Advise the woman to use ECPs at the time of IUD removal.
Comments and Evidence Summary. In situations in which 

the health-care provider is uncertain whether the woman might 
be pregnant, the benefits of starting DMPA likely exceed 
any risk; therefore, starting DMPA should be considered at 
any time, with a follow-up pregnancy test in 2–4 weeks. If a 
woman needs to use additional contraceptive protection when 
switching to DMPA from another contraceptive method, 
consider continuing her previous method for 7 days after 
DMPA injection.

A systematic review identified eight articles examining 
DMPA initiation on different days of the menstrual cycle (20). 
Evidence from two studies with small samples indicated that 
DMPA injections given up to day 7 of the menstrual cycle 
inhibited ovulation; when DMPA was administered after 



Recommendations and Reports

MMWR / June 21, 2013 / Vol. 62 / No. 5 19

day 7, ovulation occurred in some women. Cervical mucus 
was of poor quality (i.e., not favorable for sperm penetration) 
in 90% of women within 24 hours of the injection (Level 
of evidence: II-2, fair) (136–138). Studies found that use of 
another contraceptive method until DMPA could be initiated 
(bridging option) did not help women initiate DMPA and was 
associated with more unintended pregnancies than immediate 
receipt of DMPA (139–143) (Level of evidence: I to II-3, fair 
to poor, indirect).

Examinations and Tests Needed Before 
Initiation of an Injectable

Among healthy women, no examinations or tests are needed 
before initiation of DMPA, although a baseline weight and 
BMI measurement might be useful for monitoring DMPA users 
over time (Table 4). Women with known medical problems or 
other special conditions might need additional examinations 
or tests before being determined to be appropriate candidates 
for a particular method of contraception. U.S. MEC might 
be useful in such circumstances (5).

Comments and Evidence Summary. Weight (BMI): Obese 
women can use (U.S. MEC 1) or generally can use (U.S. MEC 2) 
DMPA (5); therefore, screening for obesity is not necessary for 

the safe initiation of DMPA. However, measuring weight and 
calculating BMI at baseline might be helpful for monitoring 
any changes and counseling women who might be concerned 
about weight change perceived to be associated with their 
contraceptive method. (See guidance on follow-up for DMPA 
users for evidence on weight gain with DMPA use.)

Bimanual examination and cervical inspection: Pelvic 
examination is not necessary before initiation of DMPA 
because it does not facilitate detection of conditions for 
which DMPA would be unsafe. Although women with 
current breast cancer should not use DMPA (U.S. MEC 4), 
and women with severe hypertension, heart disease, vascular 
disease, migraine headaches with aura, or certain liver diseases 
generally should not use DMPA (U.S. MEC 3) (5), none of 
these conditions are likely to be detected by pelvic examination 
(120). A systematic review identified two case-control studies 
that compared delayed versus immediate pelvic examination 
before initiation of hormonal contraceptives, specifically oral 
contraceptives or DMPA (15). No differences in risk factors for 
cervical neoplasia, incidence of STDs, incidence of abnormal 
Papanicolaou smears, or incidence of abnormal wet mounts 
were observed (Level of evidence: II-2, fair, direct).

Blood pressure: Women with hypertension generally can 
use DMPA (U.S. MEC 2), with the exception of women with 
severe hypertension or vascular disease, who generally should 
not use DMPA (U.S. MEC 3) (5). Screening for hypertension 
before initiation of DMPA is not necessary because of the 
low prevalence of undiagnosed severe hypertension and the 
high likelihood that women with these conditions already 
would have had them diagnosed. A systematic review did 
not identify any evidence regarding outcomes among women 
who were screened versus not screened with a blood pressure 
measurement before initiation of progestin-only contraceptives 
(21). The prevalence of undiagnosed hypertension among 
women of reproductive age is low. During 1999–2008 among 
women aged 20–44 years in the United States, the percentage 
with diagnosed hypertension was 7.8%, and the percentage 
with undiagnosed hypertension was 1.9% (144).

Glucose: Although women with complicated diabetes 
generally should not use DMPA (U.S. MEC 3) (5), screening 
for diabetes before initiation of DMPA is not necessary because 
of the low prevalence of undiagnosed diabetes and the high 
likelihood that women with complicated diabetes would 
already have had the condition diagnosed. A systematic review 
did not identify any evidence regarding outcomes among 
women who were screened versus not screened with glucose 
measurement before initiation of hormonal contraceptives 
(14). The prevalence of diabetes among women of reproductive 
age is low. During 1999–2008 among women aged 20–44 years 

TABLE 4. Classification of examinations and tests needed before 
DMPA initiation

Examination or test Class*

Examination
Blood pressure C
Weight (BMI) (weight [kg]/height [m]2) —†

Clinical breast examination C
Bimanual examination and cervical inspection C

Laboratory test
Glucose C
Lipids C
Liver enzymes C
Hemoglobin C
Thrombogenic mutations C
Cervical cytology (Papanicolaou smear) C
STD screening with laboratory tests C
HIV screening with laboratory tests C

Abbreviations: BMI = body mass index; DMPA = depot medroxyprogesterone 
acetate; HIV  =  human immunodeficiency virus; STD  =  sexually transmitted 
disease; U.S. MEC = U.S. Medical Eligibility Criteria for Contraceptive Use, 2010.
* Class A: essential and mandatory in all circumstances for safe and effective 

use of the contraceptive method. Class B: contributes substantially to safe and 
effective use, but implementation may be considered within the public health 
and/or service context; the risk of not performing an examination or test should 
be balanced against the benefits of making the contraceptive method 
available. Class C: does not contribute substantially to safe and effective use 
of the contraceptive method.

† Weight (BMI) measurement is not needed to determine medical eligibility for 
any methods of contraception because all methods can be used (U.S. MEC 1) or 
generally can be used (U.S. MEC 2) among obese women (Box 2). However, 
measuring weight and calculating BMI at baseline might be helpful for 
monitoring any changes and counseling women who might be concerned about 
weight change perceived to be associated with their contraceptive method. 
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in the United States, the percentage with diagnosed diabetes 
was 3% and the percentage with undiagnosed diabetes was 
0.5% (144). Although hormonal contraceptives can have some 
adverse effects on glucose metabolism in healthy and diabetic 
women, the overall clinical effect is minimal (145–151).

Liver enzymes: Although women with certain liver diseases 
generally should not use DMPA (U.S. MEC 3) (5), screening 
for liver disease before initiation of DMPA is not necessary 
because of the low prevalence of these conditions and the high 
likelihood that women with liver disease already would have 
had the condition diagnosed. A systematic review did not 
identify any evidence regarding outcomes among women who 
were screened versus not screened with liver enzyme tests before 
initiation of hormonal contraceptives (14). The prevalence of 
liver disorders among women of reproductive age is low. In 2008 
among adults aged 18–44 years, the percentage with liver disease 
(not further specified) was 1.0% (90). In 2009, the incidence of 
acute hepatitis A, B, or C among women was <1 per 100,000 
population (91). During 1998–2007, the incidence of liver 
carcinoma among women was approximately 3 per 100,000 
population (92). Because estrogen and progestins are metabolized 
in the liver, the use of hormonal contraceptives among women 
with liver disease might, theoretically, be a concern. The use of 
hormonal contraceptives, specifically COCs and POPs, does not 
affect disease progression or severity in women with hepatitis, 
cirrhosis, or benign focal nodular hyperplasia (93,94), although 
evidence is limited and no evidence exists for DMPA.

Clinical breast examination: Although women with current 
breast cancer should not use DMPA (U.S. MEC 4) (5), screening 
asymptomatic women with a clinical breast examination before 
initiating DMPA is not necessary because of the low prevalence 
of breast cancer among women of reproductive age. A systematic 
review did not identify any evidence regarding outcomes 
among women who were screened versus not screened with 
a clinical breast examination before initiation of hormonal 
contraceptives (15). The incidence of breast cancer among 
women of reproductive age in the United States is low. In 2009, 
the incidence of breast cancer among women aged 20–49 years 
was approximately 72 per 100,000 women (95).

Other screening: Women with hyperlipidemia, anemia, 
thrombogenic mutations, cervical intraepithelial neoplasia, 
cervical cancer, HIV infection, or other STDs can use 
(U.S. MEC 1) or generally can use (U.S. MEC 2) DMPA (5); 
therefore, screening for these conditions is not necessary for 
the safe initiation of DMPA.

Routine Follow-Up After Injectable 
Initiation

These recommendations address when routine follow-up 
is recommended for safe and effective continued use of 
contraception for healthy women. The recommendations refer 
to general situations and might vary for different users and 
different situations. Specific populations that might benefit 
from more frequent follow-up visits include adolescents, those 
with certain medical conditions or characteristics, and those 
with multiple medical conditions.
•	 Advise	a	woman	to	return	at	any	time	to	discuss	side	effects	

or other problems, if she wants to change the method 
being used, and when it is time for reinjection. No routine 
follow-up visit is required.

•	 At	 other	 routine	 visits,	 health-care	 providers	 seeing	
injectable users should do the following:

 – Assess the woman’s satisfaction with her contraceptive method 
and whether she has any concerns about method use.

 – Assess any changes in health status, including 
medications, that would change the appropriateness of 
the injectable for safe and effective continued use based 
on U.S. MEC (e.g., category 3 and 4 conditions and 
characteristics).

 – Consider assessing weight changes and counseling women 
who are concerned about weight changes perceived to be 
associated with their contraceptive method.

Comments and Evidence Summary. Although no evidence 
exists regarding whether a routine follow-up visit after initiating 
DMPA improves correct or continued use, monitoring weight 
or BMI change over time is important for DMPA users.

A systematic review identified a limited body of evidence that 
examined whether weight gain in the few months after DMPA 
initiation predicted future weight gain (17). Two studies found 
significant differences in weight gain or BMI at follow-up 
periods ranging from 12 to 36 months between early weight 
gainers (i.e., those who gained >5% of their baseline body 
weight within 6 months after initiation) and those who were 
not early weight gainers (152,153). The differences between 
groups were more pronounced at 18, 24, and 36 months 
than at 12 months. One study found that most adolescent 
DMPA users who had gained >5% of their baseline weight by 
3 months gained even more weight by 12 months (154) (Level 
of evidence: II-2, fair, to II-3, fair, direct).

Timing of Repeat Injections

Reinjection Interval
•	 Provide	repeat	DMPA	injections	every	3	months	(13	weeks).
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Special Considerations

Early Injection
•	 The	repeat	DMPA	injection	can	be	given	early	when	necessary.

Late Injection
•	 The	repeat	DMPA	injection	can	be	given	up	to	2	weeks	

late (15 weeks from the last injection) without requiring 
additional contraceptive protection.

•	 If	the	woman	is	>2	weeks	late	(>15	weeks	from	the	last	injection)	
for a repeat DMPA injection, she can have the injection if it is 
reasonably certain that she is not pregnant (Box 1). She needs to 
abstain from sexual intercourse or use additional contraceptive 
protection for the next 7 days. She might consider the use of 
emergency contraception if appropriate.

Comments and Evidence Summary. There are no time 
limits on early injections; injections can be given when 
necessary (e.g., when a woman cannot return at the routine 
interval). WHO has extended the time that a woman can 
have a late reinjection (i.e., grace period) for DMPA use from 
2 weeks to 4 weeks on the basis of data from one study showing 
low pregnancy rates through 4 weeks; however, the CDC 
expert group did not consider the data to be generalizable to 
the United States because a large proportion of women in the 
study were breastfeeding. Therefore, U.S. SPR recommends 
a grace period of 2 weeks.

A systematic review identified 12 studies evaluating time to 
pregnancy or ovulation after the last injection of DMPA (155). 
Although pregnancy rates were low during the 2-week interval 
following the reinjection date and for 4 weeks following the 
reinjection date, data were sparse and one study included a 
large proportion of breastfeeding women (156–158). Studies 
also indicated a wide variation in time to ovulation after the 
last DMPA injection, with the majority ranging from 15 to 
49 weeks from the last injection (159–167) (Level of evidence:  
II-2, fair, direct).

Bleeding Irregularities (Including 
Amenorrhea) During Injectable Use

•	 Before	DMPA	 initiation,	 provide	 counseling	 about	
potential changes in bleeding patterns during DMPA use. 
Amenorrhea and unscheduled spotting or light bleeding 
is common with DMPA use, and heavy or prolonged 
bleeding can occur with DMPA use. These bleeding 
irregularities are generally not harmful and might decrease 
with continued DMPA use.

Unscheduled Spotting or Light Bleeding
•	 If	clinically	indicated,	consider	an	underlying	gynecological	

problem, such as interactions with other medications, an 
STD, pregnancy, or new pathologic uterine conditions 
(e.g., polyps or fibroids). If an underlying gynecological 
problem is found, treat the condition or refer for care.

•	 If	an	underlying	gynecologic	problem	is	not	found	and	
the woman wants treatment, the following treatment 
option during days of bleeding can be considered:

 – NSAIDs for short-term treatment (5–7 days)
•	 If	unscheduled	 spotting	or	 light	bleeding	persists	and	 the	

woman finds it unacceptable, counsel her on alternative 
contraceptive methods, and offer another method if it is desired.

Heavy or Prolonged Bleeding
•	 If	clinically	indicated,	consider	an	underlying	gynecological	

problem, such as interactions with other medications, an 
STD, pregnancy, or new pathologic uterine conditions 
(such as fibroids or polyps). If an underlying gynecologic 
problem is identified, treat the condition or refer for care.

•	 If	an	underlying	gynecologic	problem	is	not	found	and	
the woman wants treatment, the following treatment 
options during days of bleeding can be considered:

 – NSAIDS for short-term treatment (5–7 days)
 – Hormonal treatment (if medically eligible) with low-
dose COCs or estrogen for short-term treatment 
(10–20 days)

•	 If	heavy	or	prolonged	bleeding	persists	and	the	woman	finds	
it unacceptable, counsel her on alternative contraceptive 
methods, and offer another method if it is desired.

Amenorrhea
•	 Amenorrhea	 does	 not	 require	 any	medical	 treatment.	

Provide reassurance.
 – If a woman’s regular bleeding pattern changes abruptly 
to amenorrhea, consider ruling out pregnancy if 
clinically indicated.

•	 If	amenorrhea	persists	and	the	woman	finds	it	unacceptable,	
counsel her on alternative contraceptive methods, and 
offer another method if it is desired.

Comments and Evidence Summary. During contraceptive 
counseling and before initiation of DMPA, information 
about common side effects such as irregular bleeding should 
be discussed. Unscheduled bleeding or spotting is common 
with DMPA use (168). Additionally, amenorrhea is common 
after ≥1 years of continuous use (168,169). These bleeding 
irregularities are generally not harmful. Enhanced counseling 
among DMPA users detailing expected bleeding patterns and 
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reassurance that these irregularities generally are not harmful 
has been shown to reduce DMPA discontinuation in clinical 
trials (101,102).

A systematic review, as well as two additional studies, 
examined the treatment of bleeding irregularities during 
DMPA use (122,170,171). Two small studies found significant 
cessation of bleeding within 7 days of starting treatment 
among women taking valdecoxib for 5 days or mefenamic 
acid for 5 days compared with placebo (172,173). Treatment 
with ethinyl estradiol was found to stop bleeding better 
than placebo during the treatment period, although rates 
of discontinuation were high, and safety outcomes were not 
examined (174). In one small study among DMPA users who 
had been experiencing amenorrhea for 2 months, treatment 
with COCs was found to alleviate amenorrhea better than 
placebo (175). No studies examined the effects of aspirin on 
bleeding irregularities among DMPA users.

Combined Hormonal Contraceptives
Combined hormonal contraceptives contain both estrogen 

and a progestin and include 1) COCs (various formulations), 
2) a transdermal contraceptive patch (which releases 150 µg 
of norelgestromin and 20 µg ethinyl estradiol daily), and 
3) a vaginal contraceptive ring (which releases 120 µg 
etonogestrel and 15 µg ethinyl estradiol daily). Approximately 
9 out of 100 women become pregnant in the first year of use 
with combined hormonal contraceptives with typical use (59). 
These methods are reversible and can be used by women of all 
ages. Combined hormonal contraceptives are generally used for 
21–24 consecutive days, followed by 4–7 hormone-free days 
(either no use or placebo pills). These methods are sometimes 
used for an extended period with infrequent or no hormone-
free days. Combined hormonal contraceptives do not protect 
against STDs; consistent and correct use of male latex condoms 
reduces the risk for STDs, including HIV.

Initiation of Combined Hormonal 
Contraceptives

Timing
•	 Combined	hormonal	 contraceptives	 can	be	 initiated	 at	

any time if it is reasonably certain that the woman is not 
pregnant (Box 1).

Need for Back-Up Contraception
•	 If	combined	hormonal	contraceptives	are	started	within	

the first 5 days since menstrual bleeding started, no 
additional contraceptive protection is needed.

•	 If	combined	hormonal	contraceptives	are	started	>5	days	
since menstrual bleeding started, the woman needs to 
abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days.

Special Considerations

Amenorrhea (Not Postpartum)
•	Timing: Combined hormonal contraceptives can be 

started at any time if it is reasonably certain that the 
woman is not pregnant (Box 1).

•	Need for back-up contraception: The woman needs to 
abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days.

Postpartum (Breastfeeding)
•	Timing: Combined hormonal contraceptives can be started 

when the woman is medically eligible to use the method (176) 
and if it is reasonably certain that she is not pregnant. (Box 1).

 – Postpartum women who are breastfeeding should not use 
combined hormonal contraceptives during the first 
3 weeks after delivery (U.S. MEC 4) because of concerns 
about increased risk for venous thromboembolism and 
generally should not use combined hormonal contraceptives 
during the fourth week postpartum (U.S. MEC 3) because 
of concerns about potential effects on breastfeeding 
performance. Postpartum, breastfeeding women with 
other risk factors for venous thromboembolism generally 
should not use combined hormonal contraceptives 4–6 
weeks after delivery (U.S. MEC 3).

•	Need for back-up contraception: If the woman is 
<6 months postpartum, amenorrheic, and fully or nearly 
fully breastfeeding (exclusively breastfeeding or the vast 
majority [≥85%] of feeds are breastfeeds) (60), no 
additional contraceptive protection is needed. Otherwise, 
a woman who is ≥21 days postpartum and has not 
experienced return of her menstrual cycle needs to abstain 
from sexual intercourse or use additional contraceptive 
protection for the next 7 days. If her menstrual cycles have 
returned and it has been >5 days since menstrual bleeding 
started, she needs to abstain from sexual intercourse or use 
additional contraceptive protection for the next 7 days.

Postpartum (Not Breastfeeding)
•	Timing: Combined hormonal contraceptives can be started 

when the woman is medically eligible (176) and if it is 
reasonably certain that she is not pregnant (Box 1).

 – Postpartum women should not use combined hormonal 
contraceptives during the first 3 weeks after delivery 
(U.S. MEC 4) because of concerns about increased risk 
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for venous thromboembolism. Postpartum women with 
other risk factors for venous thromboembolism 
generally should not use combined hormonal 
contraceptives 3–6 weeks after delivery (U.S. MEC 3).

•	Need for back-up contraception: A woman who is ≥21 
days postpartum and whose menstrual cycles have not 
returned needs to abstain from sexual intercourse or use 
additional contraceptive protection for the next 7 days. If 
her menstrual cycles have returned and it has been >5 days 
since menstrual bleeding started, she needs to abstain from 
sexual intercourse or use additional contraceptive 
protection for the next 7 days.

Postabortion (Spontaneous or Induced)
•	Timing: Combined hormonal contraceptives can be started 

within the first 7 days after first or second trimester abortion, 
including immediately postabortion (U.S. MEC 1).

•	Need for back-up contraception: She needs to abstain 
from sexual intercourse or use additional contraceptive 
protection for the next 7 days unless combined hormonal 
contraceptives are started at the time of a surgical abortion.

Switching from Another Contraceptive Method
•	Timing: Combined hormonal contraceptives can be 

started immediately if it is reasonably certain that the 
woman is not pregnant (Box 1). Waiting for her next 
menstrual period is unnecessary.

•	Need for back-up contraception: If it has been >5 days 
since menstrual bleeding started, she needs to abstain from 
sexual intercourse or use additional contraceptive 
protection for the next 7 days.

•	 Switching from an IUD: If the woman has had sexual 
intercourse since the start of her current menstrual cycle and 
it has been >5 days since menstrual bleeding started, 
theoretically, residual sperm might be in the genital tract, 
which could lead to fertilization if ovulation occurs. A health-
care provider may consider any of the following options:

 – Advise the women to retain the IUD for at least 7 days 
after combined hormonal contraceptives are initiated 
and return for IUD removal.

 – Advise the woman to abstain from sexual intercourse 
or use barrier contraception for 7 days before removing 
the IUD and switching to the new method.

 – Advise the woman to use ECPs at the time of IUD removal.
Comments and Evidence Summary. In situations in which 

the health-care provider is uncertain whether the woman 
might be pregnant, the benefits of starting combined hormonal 
contraceptives likely exceed any risk; therefore, starting 
combined hormonal contraceptives should be considered at 
any time, with a follow-up pregnancy test in 2–4 weeks. If a 

woman needs to use additional contraceptive protection when 
switching to combined hormonal contraceptives from another 
contraceptive method, consider continuing her previous method 
for 7 days after starting combined hormonal contraceptives.

A systematic review of 18 studies examined the effects of 
starting combined hormonal contraceptives on different days 
of the menstrual cycle (22). Overall, the evidence suggested 
that pregnancy rates did not differ by the timing of combined 
hormonal contraceptive initiation (143,177–179) (Level of 
evidence: I to II-3, fair, indirect). The more follicular activity that 
occurred before starting COCs, the more likely ovulation was to 
occur; however, no ovulations occurred when COCs were started 
at a follicle diameter of 10 mm (mean cycle day 7.6) or when the 
ring was started at 13 mm (median cycle day 11) (180–189) (Level 
of evidence: I to II-3, fair, indirect). Bleeding patterns and other 
side effects did not vary with the timing of combined hormonal 
contraceptive initiation (177,178,190–194) (Level of evidence: 
I to II-2, good to poor, direct). Although continuation rates of 
combined hormonal contraceptives were initially improved by 
the “quick start” approach (i.e., starting on the day of the visit), 
the advantage disappeared over time (178,179,190–195) (Level 
of evidence: I to II-2, good to poor, direct).

Examinations and Tests Needed Before 
Initiation of Combined Hormonal 

Contraceptives
Among healthy women, few examinations or tests are 

needed before initiation of combined hormonal contraceptives 
(Table 5). Blood pressure should be measured before initiation 
of combined hormonal contraceptives. Baseline weight 
and BMI measurements might be useful for monitoring 
combined hormonal contraceptive users over time. Women 
with known medical problems or other special conditions 
might need additional examinations or tests before being 
determined to be appropriate candidates for a particular 
method of contraception. U.S. MEC might be useful in such 
circumstances (5).

Comments and Evidence Summary. Blood pressure: 
Women who have more severe hypertension (systolic pressure 
of ≥160 mm Hg or diastolic pressure of ≥100 mm Hg) 
or vascular disease should not use combined hormonal 
contraceptives (U.S. MEC 4), and women who have less 
severe hypertension (systolic pressure of 140–159 mm Hg or 
diastolic pressure of 90–99 mm Hg) or adequately controlled 
hypertension generally should not use combined hormonal 
contraceptives (U.S. MEC 3) (5). Therefore, blood pressure 
should be measured before initiating combined hormonal 
contraceptives. If access to health care is limited, blood pressure 
measurements may be obtained in nonclinical settings, such as 
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pharmacies or fire stations, and reported by the woman to her 
provider. Evidence suggests that cardiovascular outcomes are 
worse among women who did not have their blood pressure 
measured before initiating COCs.

A systematic review identified six articles from three studies 
that reported cardiovascular outcomes among women who had 
blood pressure measurements and women who did not have 
blood pressure measurements before initiating COCs (21). 
Three case-control studies showed that women who did not 
have blood pressure measurements before initiating COCs 
had a higher risk for acute myocardial infarction than women 
who did have blood pressure measurements (196–198). Two 
case-control studies showed that women who did not have 
blood pressure measurements before initiating COCs had 
a higher risk for ischemic stroke than women who did have 
blood pressure measurements (199,200). One case-control 
study showed no difference in the risk for hemorrhagic stroke 
among women who initiated COCs regardless of whether their 
blood pressure was measured (201). Studies that examined 
hormonal contraceptive methods other than COCs were not 
identified (Level of evidence: II-2, fair, direct).

Weight (BMI): Obese women generally can use combined 
hormonal contraceptives (U.S. MEC 2) (5); therefore, 
screening for obesity is not necessary for the safe initiation 
of combined hormonal contraceptives. However, measuring 
weight and calculating BMI at baseline might be helpful for 
monitoring any changes and counseling women who might 
be concerned about weight change perceived to be associated 
with their contraceptive method.

Bimanual examination and cervical inspection: Pelvic 
examination is not necessary before initiation of combined 
hormonal contraceptives because it does not facilitate detection 
of conditions for which hormonal contraceptives would be 
unsafe. Women with certain conditions such as current breast 
cancer, severe hypertension or vascular disease, heart disease, 
migraine headaches with aura, and certain liver diseases, as well 
as women aged ≥35 years who smoke ≥15 cigarettes per day, 
should not use (U.S. MEC 4) or generally should not use (U.S. 
MEC 3) combined hormonal contraceptives (5); however, none 
of these conditions are likely to be detected by pelvic examination 
(120). A systematic review identified two case-control studies 
that compared delayed and immediate pelvic examination 
before initiation of hormonal contraceptives, specifically oral 
contraceptives or DMPA (15). No differences in risk factors for 
cervical neoplasia, incidence of STDs, incidence of abnormal 
Papanicolaou smears, or incidence of abnormal wet mounts were 
found (Level of evidence: II-2 fair, direct).

Glucose: Although women with complicated diabetes 
should not use (U.S. MEC 4) or generally should not use 
(U.S. MEC 3) combined hormonal contraceptives, depending 
on the severity of the condition (5), screening for diabetes 
before initiation of hormonal contraceptives is not necessary 
because of the low prevalence of undiagnosed diabetes and the 
high likelihood that women with complicated diabetes already 
would have had the condition diagnosed. A systematic review 
did not identify any evidence regarding outcomes among 
women who were screened versus not screened with glucose 
measurement before initiation of hormonal contraceptives 
(14). The prevalence of diabetes among women of reproductive 
age is low. During 1999–2008 among women aged 20–44 years 
in the United States, the percentage with diagnosed diabetes 
was 3% and the percentage with undiagnosed diabetes was 
0.5% (144). Although hormonal contraceptives can have some 
adverse effects on glucose metabolism in healthy and diabetic 
women, the overall clinical effect is minimal (145–151).

Lipids: Although some women with hyperlipidemias 
generally should not use combined hormonal contraceptives 
(U.S. MEC 2/3, depending on the type and severity of the 
hyperlipidemia and presence of other cardiovascular risk 
factors) (5), screening for hyperlipidemia before initiation of 

TABLE 5. Classification of examinations and tests needed before 
combined hormonal contraceptive initiation

Examination or laboratory test Class*

Examination
Blood pressure A†

Weight (BMI) (weight [kg]/height [m]2) —§

Clinical breast examination C
Bimanual examination and cervical inspection C

Laboratory test
Glucose C
Lipids C
Liver enzymes C
Hemoglobin C
Thrombogenic mutations C
Cervical cytology (Papanicolaou smear) C
STD screening with laboratory tests C
HIV screening with laboratory tests C

Abbreviations: BMI = body mass index; HIV = human immunodeficiency virus; 
STD = sexually transmitted disease; U.S. MEC = U.S. Medical Eligibility Criteria for 
Contraceptive Use, 2010.
* Class A: essential and mandatory in all circumstances for safe and effective 

use of the contraceptive method. Class B: contributes substantially to safe and 
effective use, but implementation may be considered within the public health 
and/or service context; the risk of not performing an examination or test should 
be balanced against the benefits of making the contraceptive method 
available. Class C: does not contribute substantially to safe and effective use 
of the contraceptive method.

† In cases in which access to health care might be limited, the blood pressure 
measurement can be obtained by the woman in a nonclinical setting (e.g., 
pharmacy or fire station) and self-reported to the provider.

§ Weight (BMI) measurement is not needed to determine medical eligibility for 
any methods of contraception because all methods can be used (U.S. MEC 1) or 
generally can be used (U.S. MEC 2) among obese women (Box 2). However, 
measuring weight and calculating BMI at baseline might be helpful for 
monitoring any changes and counseling women who might be concerned about 
weight change perceived to be associated with their contraceptive method.
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hormonal contraceptives is not necessary because of the low 
prevalence of undiagnosed disease in women of reproductive 
age and the low likelihood of clinically significant changes 
with use of hormonal contraceptives. A systematic review 
did not identify any evidence regarding outcomes among 
women who were screened versus not screened with lipid 
measurement before initiation of hormonal contraceptives 
(14). The prevalence of hyperlipidemia among women of 
reproductive age is low. During 1999–2008 among women 
aged 20–44 years in the United States, approximately 10% 
had hypercholesterolemia, defined as total cholesterol 
≥ 240 mg/dL or currently taking lipid-lowering medications, 
and the prevalence of undiagnosed hypercholesterolemia was 
approximately 2% (144). Studies have shown mixed results 
about the effects of hormonal methods on lipid levels, and the 
clinical significance of these changes is unclear (202–204). In 
addition, women with abnormal lipid levels at baseline were 
not found to have increased risk for adverse changes to their 
lipid profile when using hormonal methods (202).

Liver enzymes: Although women with certain liver 
diseases should not use (U.S. MEC 4) or generally should 
not use (U.S. MEC 3) combined hormonal contraceptives 
(5), screening for liver disease before initiation of combined 
hormonal contraceptives is not necessary because of the low 
prevalence of these conditions and the high likelihood that 
women with liver disease already would have had the condition 
diagnosed. A systematic review did not identify any evidence 
regarding outcomes among women who were screened versus 
not screened with liver enzyme tests before initiation of 
hormonal contraceptives (14). The prevalence of liver disorders 
among women of reproductive age is low. In 2008 among 
adults aged 18–44 years, the percentage with liver disease (not 
further specified) was 1.0% (90). In 2009, the incidence of 
acute hepatitis A, B, or C among women was <1 per 100,000 
population (91). During 1998–2007, the incidence of liver 
carcinoma among women was approximately 3 per 100,000 
population (92). Because estrogen and progestins are 
metabolized in the liver, the use of hormonal contraceptives 
among women with liver disease might, theoretically, be a 
concern. The use of hormonal contraceptives, specifically 
COCs and POPs, does not affect disease progression or severity 
in women with hepatitis, cirrhosis, or benign focal nodular 
hyperplasia (93,94), although evidence is limited; no evidence 
exists for other types of combined hormonal contraceptives.

Thrombogenic mutations: Women with thrombogenic 
mutations should not use combined hormonal contraceptives 
(U.S. MEC 4) (5) because of the increased risk for venous 
thromboembolism (205). However, studies have shown 
that universal screening for thrombogenic mutations before 

initiating COCs is not cost-effective because of the rarity of 
the conditions and the high cost of screening (206–208).

Clinical breast examination: Although women with 
current breast cancer should not use combined hormonal 
contraceptives (U.S. MEC 4) (5), screening asymptomatic 
women with a clinical breast examination before initiating 
combined hormonal contraceptives is not necessary because 
of the low prevalence of breast cancer among women of 
reproductive age. A systematic review did not identify any 
evidence regarding outcomes among women who were 
screened versus not screened with a breast examination before 
initiation of hormonal contraceptives (15). The incidence of 
breast cancer among women of reproductive age in the United 
States is low. In 2009, the incidence of breast cancer among 
women aged 20–49 years was approximately 72 per 100,000 
women (95).

Other screening: Women with anemia, cervical intraepithelial 
neoplasia, cervical cancer, HIV infection, or other STDs can 
use (U.S. MEC 1) or generally can use (U.S. MEC 2) combined 
hormonal contraceptives (5); therefore, screening for these 
conditions is not necessary for the safe initiation of combined 
hormonal contraceptives.

Number of Pill Packs that Should Be 
Provided at Initial and Return Visits

•	 At	the	initial	and	return	visits,	provide	or	prescribe	up	to	a	
1-year supply of COCs (e.g., 13 28-day pill packs), 
depending on the woman’s preferences and anticipated use.

•	 A	woman	should	be	able	to	obtain	COCs	easily	 in	the	
amount and at the time she needs them.

Comments and Evidence Summary. The more pill packs 
given up to 13 cycles, the higher the continuation rates. 
Restricting the number of pill packs distributed or prescribed 
can result in unwanted discontinuation of the method and 
increased risk for pregnancy.

A systematic review of the evidence suggested that providing 
a greater number of pill packs was associated with increased 
continuation (23). Studies that compared provision of one 
versus 12 packs, one versus 12 or 13 packs, or three versus seven 
packs found increased continuation of pill use among women 
provided with more pill packs (209–211). However, one study 
found that there was no difference in continuation when patients 
were provided one and then three packs versus four packs all at 
once (212). In addition to continuation, a greater number of 
pills packs provided was associated with fewer pregnancy tests, 
fewer pregnancies, and lower cost per client. However, a greater 
number of pill packs (i.e., 13 packs versus three packs) also was 
associated with increased pill wastage in one study (210) (Level 
of evidence: I to II-2, fair, direct).
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Routine Follow-Up After Combined 
Hormonal Contraceptive Initiation

These recommendations address when routine follow-up 
is recommended for safe and effective continued use of 
contraception for healthy women. The recommendations refer 
to general situations and might vary for different users and 
different situations. Specific populations that might benefit 
from more frequent follow-up visits include adolescents, those 
with certain medical conditions or characteristics, and those 
with multiple medical conditions.
•	 Advise	a	woman	to	return	at	any	time	to	discuss	side	effects	

or other problems or if she wants to change the method 
being used. No routine follow-up visit is required.

•	 At	other	routine	visits,	health-care	providers	seeing	combined	
hormonal contraceptive users should do the following:

 – Assess the woman’s satisfaction with her contraceptive 
method and whether she has any concerns about 
method use.

 – Assess any changes in health status, including 
medications, that would change the appropriateness of 
combined hormonal contraceptives for safe and 
effective continued use based on U.S. MEC (e.g., 
category 3 and 4 conditions and characteristics).

 – Assess blood pressure.
 – Consider assessing weight changes and counseling women 

who are concerned about weight changes perceived to be 
associated with their contraceptive method.

Comments and Evidence Summary. No evidence exists 
regarding whether a routine follow-up visit after initiating combined 
hormonal contraceptives improves correct or continued use. 
Monitoring blood pressure is important for combined hormonal 
contraceptive users. Health-care providers might consider 
recommending women obtain blood pressure measurements in 
nonclinical settings (e.g., pharmacy or fire station).

A systematic review identified five studies that examined the 
incidence of hypertension among women who began using 
a COC versus those who started a nonhormonal method 
of contraception or a placebo (17). Few women developed 
hypertension after initiating COCs, and studies examining 
increases in blood pressure after COC initiation found mixed 
results. No studies were identified that examined changes in 
blood pressure among patch or vaginal ring users (Level of 
evidence: I, fair, to II-2, fair, indirect).

Late or Missed Doses and Side Effects from 
Combined Hormonal Contraceptive Use
For the following recommendations, a dose is considered 

late when <24 hours have elapsed since the dose should have 

been taken. A dose is considered missed if ≥24 hours have 
elapsed since the dose should have been taken. For example, 
if a COC pill was supposed to have been taken on Monday at 
9:00 a.m. and is taken at 11:00 a.m., the pill is late; however, 
by Tuesday morning at 11:00 a.m., Monday’s 9:00 a.m. pill 
has been missed and Tuesday’s 9:00 a.m. pill is late. For COCs, 
the recommendations only apply to late or missed hormonally 
active pills and not to placebo pills. Recommendations are 
provided for late or missed pills (Figure 2), the patch (Figure 3), 
and the ring (Figure 4).

Comments and Evidence Summary. Inconsistent or 
incorrect use of combined hormonal contraceptives is a major 
cause of combined hormonal contraceptive failure. Extending 
the hormone-free interval is considered to be a particularly risky 
time to miss combined hormonal contraceptives. Seven days of 
continuous combined hormonal contraceptive use is deemed 
necessary to reliably prevent ovulation. The recommendations 
reflect a balance between simplicity and precision of science. 
Women who frequently miss COCs or experience other usage 
errors with combined hormonal patch or combined vaginal 
ring should consider an alternative contraceptive method 
that is less dependent on the user to be effective (e.g., IUD, 
implant, or injectable).

A systematic review identified 36 studies that examined 
measures of contraceptive effectiveness of combined hormonal 
contraceptives during cycles with extended hormone-free 
intervals, shortened hormone-free intervals, or deliberate 
nonadherence on days not adjacent to the hormone-free 
interval (24). Most of the studies examined COCs (188,213–
240), two examined the combined hormonal patch (234,241), 
and six examined the combined vaginal ring (185,242–246). 
No direct evidence on the effect of missed pills on the risk 
for pregnancy was found. Studies of women deliberately 
extending the hormone-free interval up to 14 days found 
wide variability in the amount of follicular development and 
occurrence of ovulation (216,219,221,222,224,225,227–230); 
in general, the risk for ovulation was low, and among women 
who did ovulate, cycles were usually abnormal. In studies of 
women who deliberately missed pills on various days during 
the cycle not adjacent to the hormone-free interval, ovulation 
occurred infrequently (214,220–222,230,231,233,234). 
Studies comparing 7-day hormone-free intervals with shorter 
hormone-free intervals found lower rates of pregnancy 
(213,217,226,232) and significantly greater suppression of 
ovulation (215,225,236–238,240) among women with shorter 
intervals in all but one study (235), which found no difference. 
Two studies that compared 30-µg ethinyl estradiol  pills with 
20-µg ethinyl estradiol  pills showed more follicular activity 
when 20-µg ethinyl estradiol  pills were missed (216,219). In 
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studies examining the combined vaginal ring, three studies 
found that nondeliberate extension of the hormone-free 
interval for 24 to <48 hours from the scheduled period 
did not increase the risk for pregnancy (242,243,245); one 
study found that ring insertion after a deliberately extended 
hormone-free interval that allowed a 13-mm follicle to develop 
interrupted ovarian function and further follicular growth 
(185); and one study found that inhibition of ovulation was 
maintained after deliberately forgetting to remove the ring 
for up to 2 weeks after normal ring use (246). In studies 
examining the combined hormonal patch, one study found 
that missing 1–3 consecutive days before patch replacement 
(either wearing one patch 3 days longer before replacement 
or going 3 days without a patch before replacing the next 
patch) on days not adjacent to the patch-free interval resulted 
in little follicular activity and low risk for ovulation (234), 
and one pharmacokinetic study found that serum levels of 

ethinyl estradiol and progestin norelgestromin remained within 
reference ranges after extending patch wear for 3 days (241). 
No studies were found on extending the patch-free interval. In 
studies that provide indirect evidence on the effects of missed 
combined hormonal contraception on surrogate measures of 
pregnancy, how differences in surrogate measures correspond 
to pregnancy risk is unclear (Level of evidence: I, good, indirect 
to II-3, poor, direct).

Vomiting or Severe Diarrhea While Using COCs
Certain steps should be taken by women who experience 

vomiting or severe diarrhea while using COCs (Figure 5).
Comments and Evidence Summary. Theoretically, the 

contraceptive effectiveness of COCs might be decreased because 
of vomiting or severe diarrhea. Because of the lack of evidence 
that addresses vomiting or severe diarrhea while using COCs, 
these recommendations are based on the recommendations 

FIGURE 2. Recommended actions after late or missed combined oral contraceptives

If one hormonal pill is late: 
(<24 hours since a pill 
should have been taken)

If one hormonal pill has been 
missed: (24 to <48 hours since a 
pill should have been taken)

If two or more consecutive hormonal 
pills have been missed: (≥48 hours since 
a pill should have been taken)

• Take the late or missed pill as   
 soon as possible.
• Continue taking the remaining  
 pills at the usual time (even if it  
 means taking two pills on the   
 same day).
• No additional contraceptive   
 protection is needed.
• Emergency contraception is not  
 usually needed but can be   
 considered if hormonal pills   
 were missed earlier in the cycle  
 or in the last week of the   
 previous cycle.

• Take the most recent missed pill as  
 soon as possible. (Any other missed  
 pills should be discarded.)
• Continue taking the remaining pills at  
 the usual time (even if it means taking  
 two pills on the same day).
• Use back-up contraception (e.g.,  
 condoms) or avoid sexual intercourse  
 until hormonal pills have been taken  
 for 7 consecutive days.
• If pills were missed in the last week of  
 hormonal pills (e.g., days 15–21 for  
 28-day pill packs):
 — Omit the hormone-free interval by  
   �nishing the hormonal pills in the  
   current pack and starting a new  
   pack the next day.
 — If unable to start a new pack  
   immediately, use back-up   
   contraception (e.g., condoms) or  
   avoid sexual intercourse until  
   hormonal pills from a new pack  
   have been taken for 7 consecutive  
   days.
• Emergency contraception should be  
 considered if hormonal pills were  
 missed during the �rst week and  
 unprotected sexual intercourse  
 occurred in the previous 5 days.
• Emergency contraception may also  
 be considered at other times as  
 appropriate.
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for missed COCs. No evidence was found on the effects of 
vomiting or diarrhea on measures of contraceptive effectiveness 
including pregnancy, follicular development, hormone levels, 
or cervical mucus quality.

Unscheduled Bleeding with Extended or 
Continuous Use of Combined  

Hormonal Contraceptives
•	 Before	initiation	of	combined	hormonal	contraceptives,	

provide counseling about potential changes in bleeding 
patterns during extended or continuous combined 
hormonal contraceptive use. (Extended contraceptive use 
is defined as a planned hormone-free interval after at least 
two contiguous cycles. Continuous contraceptive use is 
defined as uninterrupted use of hormonal contraception 
without a hormone-free interval [247].)

•	 Unscheduled	spotting	or	bleeding	is	common	during	the	
first 3–6 months of extended or continuous combined 
hormonal contraceptive use. It is generally not harmful 
and decreases with continued combined hormonal 
contraceptive use.

•	 If	clinically	indicated,	consider	an	underlying	gynecological	
problem, such as inconsistent use, interactions with other 
medications, cigarette smoking, an STD, pregnancy, or 
new pathologic uterine conditions (e.g., polyps or 
fibroids). If an underlying gynecological problem is found, 
treat the condition or refer for care.

•	 If	an	underlying	gynecological	problem	is	not	found	and	
the woman wants treatment, the following treatment 
option can be considered:

 – Advise the woman to discontinue combined hormonal 
contraceptive use (i.e., a hormone-free interval) for 3–4 
consecutive days; a hormone-free interval is not 
recommended during the first 21 days of using the 
continuous or extended combined hormonal 
contraceptive method. A hormone-free interval also is 
not recommended more than once per month because 
contraceptive effectiveness might be reduced.

•	 If	unscheduled	spotting	or	bleeding	persists	and	the	woman	
finds it unacceptable, counsel her on alternative contraceptive 
methods, and offer another method if it is desired.

Comments and Evidence Summary. During contraceptive 
counseling and before initiating extended or continuous 

FIGURE 3. Recommended actions after delayed application or detachment with combined hormonal patch

Delayed application or detachment* for <48 
hours since a patch should have been applied 
or reattached

Delayed application or detachment* for ≥48 
hours since a patch should have been applied 
or reattached

• Apply a new patch as soon as possible. (If   
 detachment occured <24 hours since the   
 patch was applied, try to reapply the patch  
 or replace with a new patch.)
• Keep the same patch change day.
• No additional contraceptive protection is   
 needed.
• Emergency contraception is not usually   
 needed but can be considered if delayed   
 application or detachment occurred earlier  
 in the cycle or in the last week of the   
 previous cycle.

• Apply a new patch as soon as possible.
• Keep the same patch change day.
• Use back-up contraception (e.g., condoms)  
 or avoid sexual intercourse until a patch has  
 been worn for 7 consecutive days.
• If the delayed application or detachment   
 occurred in the third patch week: 
 — Omit the hormone-free week by   
   finishing the third week of patch use   
   (keeping the same patch change day)   
   and starting a new patch immediately.
 — If unable to start a new patch   
   immediately, use back-up    
   contraception (e.g., condoms) or avoid  
   sexual intercourse until a new patch has  
   been worn for 7 consecutive days.
• Emergency contraception should be   
 considered if the delayed application or   
 detachment occurred within the first week  
 of patch use and unprotected sexual   
 intercourse occurred in the previous 5 days.
• Emergency contraception may also be   
 considered at other times as appropriate.

* If detachment takes place but the woman is unsure when the detachment occurred, consider the patch to have been detached for ≥48 hours since a patch should 
have been applied or reattached.
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combined hormonal contraceptives, information about 
common side effects such as unscheduled spotting or bleeding, 
especially during the first 3–6 months of use, should be 
discussed (248). These bleeding irregularities are generally 
not harmful and usually improve with persistent use of the 
hormonal method. To avoid unscheduled spotting or bleeding, 
counseling should emphasize the importance of correct use and 
timing; for users of contraceptive pills, emphasize consistent 
pill use. Enhanced counseling about expected bleeding patterns 
and reassurance that bleeding irregularities are generally not 
harmful has been shown to reduce method discontinuation in 
clinical trials with DMPA (101,102).

A systematic review identified three studies with small study 
populations that addressed treatments for unscheduled bleeding 
among women using extended or continuous combined 
hormonal contraceptives (25). In two separate randomized 
clinical trials in which women were taking either contraceptive 
pills or using the contraceptive ring continuously for 168 days, 
women assigned to a hormone-free interval of 3 or 4 days 
reported improved bleeding. Although they noted an initial 
increase in flow, this was followed by an abrupt decrease 7–8 
days later with eventual cessation of flow 11–12 days later. 

These findings were compared with women who continued to 
use their method without a hormone-free interval, in which a 
greater proportion reported either treatment failure or fewer 
days of amenorrhea (249,250). In another randomized trial of 
66 women with unscheduled bleeding among women using 84 
days of hormonally active contraceptive pills, oral doxycycline 
(100 mg twice daily) initiated the first day of bleeding and 
taken for 5 days did not result in any improvement in bleeding 
compared with placebo (251) (Level of evidence: I, fair, direct).

Progestin-Only Pills
POPs contain only a progestin and no estrogen and are 

available in the United States. Approximately 9 out of 100 
women become pregnant in the first year of use with POPs 
with typical use (59). POPs are reversible and can be used 
by women of all ages. POPs do not protect against STDs; 
consistent and correct use of male latex condoms reduces the 
risk for STDs, including HIV.

FIGURE 4. Recommended actions after delayed insertion or reinsertion with combined vaginal ring

Delayed insertion of a new ring or delayed 
reinsertion* of a current ring for  <48 hours 
since a ring should have been inserted

Delayed insertion of a new ring or delayed 
reinsertion* for ≥48 hours since a ring should 
have been inserted

• Insert ring as soon as possible.
• Keep the ring in until the scheduled ring   
 removal day.
• No additional contraceptive protection is   
 needed.
• Emergency contraception is not usually   
 needed but can be considered if delayed   
 insertion or reinsertion occurred earlier in  
 the cycle or in the last week of the previous  
 cycle.

• Insert ring as soon as possible.
• Keep the ring in until the scheduled ring   
 removal day.
• Use back-up contraception (e.g., condoms)  
 or avoid sexual intercourse until a ring has  
 been worn for 7 consecutive days.
• If the ring removal occurred in the third   
 week of ring use: 
 — Omit the hormone-free week by   
   �nishing the third week of ring use and  
   starting a new ring immediately.
 — If unable to start a new ring   
   immediately, use back-up contraception  
   (e.g., condoms) or avoid sexual   
   intercourse until a new ring has been   
   worn for 7 consecutive days.
• Emergency contraception should be   
 considered if the delayed insertion or   
 reinsertion occurred within the �rst week of  
 ring use and unprotected sexual intercourse  
 occurred in the previous 5 days.
• Emergency contraception may also be   
 considered at other times as appropriate.

* If removal takes place but the woman is unsure of how long the ring has been removed, consider the ring to have been removed for ≥48 hours since a ring should 
have been inserted or reinserted.
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Initiation of POPs
Timing
•	 POPs	can	be	started	at	any	time	if	it	is	reasonably	certain	

that the woman is not pregnant (Box 1).

Need for Back-Up Contraception
•	 If	POPs	are	started	within	the	first	5	days	since	menstrual	

bleeding started, no additional contraceptive protection 
is needed.

•	 If	POPs	are	started	>5	days	since	menstrual	bleeding	started,	
the woman needs to abstain from sexual intercourse or use 
additional contraceptive protection for the next 2 days.

Special Considerations

Amenorrhea (Not Postpartum)
•	Timing: POPs can be started at any time if it is reasonably 

certain that the woman is not pregnant (Box 1).

•	Need for back-up contraception: The woman needs to 
abstain from sexual intercourse or use additional 
contraceptive protection for the next 2 days.

Postpartum (Breastfeeding)
•	 Timing: POPs can be started at any time, including 

immediately postpartum (U.S. MEC 2 if <1 month postpartum 
and U.S. MEC 1 if ≥1 month postpartum) if it is reasonably 
certain that the woman is not pregnant (Box 1).

•	Need for back-up contraception: If the woman is 
<6 months postpartum, amenorrheic, and fully or nearly 
fully breastfeeding (exclusively breastfeeding or the vast 
majority [≥85%] of feeds are breastfeeds) (60), no 
additional contraceptive protection is needed. Otherwise, 
a woman who is ≥21 days postpartum and has not 
experienced return of her menstrual cycles needs to abstain 
from sexual intercourse or use additional contraceptive 
protection for the next 2 days. If her menstrual cycles have 

FIGURE 5. Recommended steps after vomiting or diarrhea while using combined oral contraceptives

Vomiting or diarrhea (for any 
reason, for any duration) that 
occurs within 24 hours after 
taking a hormonal pill

Vomiting or diarrhea, for any 
reason, continuing for 24 to <48 
hours after taking any hormonal 
pill

Vomiting or diarrhea, for any reason, 
continuing for ≥48 hours after taking any 
hormonal pill

• Taking another hormonal pill   
 (redose) is unnecessary.
• Continue taking pills daily at the  
 usual time (if possible, despite   
 discomfort).
• No additional contraceptive   
 protection is needed.
• Emergency contraception is not  
 usually needed but can be   
 considered as appropriate.

• Continue taking pills daily at the usual  
 time (if possible, despite discomfort).
• Use back-up contraception (e.g.,  
 condoms) or avoid sexual intercourse  
 until hormonal pills have been taken  
 for 7 consecutive days after vomiting or  
 diarrhea has resolved.
• If vomiting or diarrhea occurred in the  
 last week of hormonal pills (e.g., days  
 15–21 for 28-day pill packs):
 — Omit the hormone-free interval by  
   �nishing the hormonal pills in the  
   current pack and starting a new  
   pack the next day.
 — If unable to start a new pack  
   immediately, use back-up   
   contraception (e.g., condoms) or  
   avoid sexual intercourse until  
   hormonal pills from a new pack  
   have been taken for 7 consecutive  
   days.
• Emergency contraception should be  
 considered if vomiting or diarrhea  
 occurred within the �rst week of a new  
 pill pack and unprotected sexual   
 intercourse occurred in the previous 5  
 days.
• Emergency contraception may also be  
 considered at other times as   
 appropriate.
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returned and it has been >5 days since menstrual bleeding 
started, she needs to abstain from sexual intercourse or use 
additional contraceptive protection for the next 2 days.

Postpartum (Not Breastfeeding)
•	Timing: POPs can be started at any time, including 

immediately postpartum (U.S. MEC 1), if it is reasonably 
certain that the woman is not pregnant (Box 1).

•	Need for back-up contraception: Women who are 
≥21 days postpartum and whose menstrual cycles have 
not returned need to abstain from sexual intercourse or 
use additional contraceptive protection for the next 2 days. 
If her menstrual cycles have returned and it has been >5 
days since menstrual bleeding started, she needs to abstain 
from sexual intercourse or use additional contraceptive 
protection for the next 2 days.

Postabortion (Spontaneous or Induced)
•	Timing: POPs can be started within the first 7 days, 

including immediately postabortion (U.S. MEC 1).
•	Need for back-up contraception: The woman needs to 

abstain from sexual intercourse or use additional 
contraceptive protection for the next 2 days unless POPs 
are started at the time of a surgical abortion.

Switching from Another Contraceptive Method
•	Timing: POPs can be started immediately if it is reasonably 

certain that the woman is not pregnant (Box 1). Waiting 
for her next menstrual period is unnecessary.

•	Need for back-up contraception: If it has been >5 days 
since menstrual bleeding started, she needs to abstain from 
sexual intercourse or use additional contraceptive 
protection for the next 2 days.

•	 Switching from an IUD: If the woman has had sexual 
intercourse since the start of her current menstrual cycle and 
it has been >5 days since menstrual bleeding started, 
theoretically, residual sperm might be in the genital tract, 
which could lead to fertilization if ovulation occurs. A health-
care provider may consider any of the following options:

 – Advise the women to retain the IUD for at least 2 days 
after POPs are initiated and return for IUD removal.

 – Advise the woman to abstain from sexual intercourse 
or use barrier contraception for 2 days before removing 
the IUD and switching to the new method.

 – Advise the woman to use ECPs at the time of IUD removal.
Comments and Evidence Summary. In situations in which 

the health-care provider is uncertain whether the woman might 
be pregnant, the benefits of starting POPs likely exceed any 
risk; therefore, starting POPs should be considered at any time, 
with a follow-up pregnancy test in 2–4 weeks.

Unlike COCs, POPs inhibit ovulation in about half of cycles, 
although the rates vary widely by individual (252). Peak serum 
steroid levels are reached about 2 hours after administration, 
followed by rapid distribution and elimination, such that by 
24 hours after administration, serum steroid levels are near 
baseline (252). Therefore, taking POPs at approximately 
the same time each day is important. An estimated 48 
hours of POP use has been deemed necessary to achieve the 
contraceptive effects on cervical mucus (252). If a woman needs 
to use additional contraceptive protection when switching to 
POPs from another contraceptive method, consider continuing 
her previous method for 2 days after starting POPs. No direct 
evidence was found regarding the effects of starting POPs at 
different times of the cycle.

Examinations and Tests Needed Before 
Initiation of POPs

Among healthy women, no examinations or tests are needed 
before initiation of POPs, although a baseline weight and BMI 
measurement might be useful for monitoring POP users over 
time (Table 6). Women with known medical problems or 
other special conditions might need additional examinations 
or tests before being determined to be appropriate candidates 

TABLE 6. Classification of examinations and tests needed before POP 
initiation

Examination or laboratory test Class*

Examination
Blood pressure C
Weight (BMI) (weight [kg]/height [m]2) —†

Clinical breast examination C
Bimanual examination and cervical inspection C

Laboratory test
Glucose C
Lipids C
Liver enzymes C
Hemoglobin C
Thrombogenic mutations C
Cervical cytology (Papanicolaou smear) C
STD screening with laboratory tests C
HIV screening with laboratory tests C

Abbreviations: BMI = body mass index; HIV = human immunodeficiency virus; 
POP = progestin-only pill; STD = sexually transmitted disease; U.S. MEC = U.S. 
Medical Eligibility Criteria for Contraceptive Use, 2010.
* Class A: essential and mandatory in all circumstances for safe and effective 

use of the contraceptive method. Class B: contributes substantially to safe and 
effective use, but implementation may be considered within the public health 
and/or service context; the risk of not performing an examination or test should 
be balanced against the benefits of making the contraceptive method 
available. Class C: does not contribute substantially to safe and effective use 
of the contraceptive method.

† Weight (BMI) measurement is not needed to determine medical eligibility for 
any methods of contraception because all methods can be used (U.S. MEC 1) or 
generally can be used (U.S. MEC 2) among obese women (Box 2). However, 
measuring weight and calculating BMI at baseline might be helpful for 
monitoring any changes and counseling women who might be concerned about 
weight change perceived to be associated with their contraceptive method. 
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for a particular method of contraception. U.S. MEC might 
be useful in such circumstances (5).

Comments and Evidence Summary. Weight (BMI): Obese 
women can use POPs (U.S. MEC 1) (5); therefore, screening 
for obesity is not necessary for the safe initiation of POPs. 
However, measuring weight and calculating BMI at baseline 
might be helpful for monitoring any changes and counseling 
women who might be concerned about weight change 
perceived to be associated with their contraceptive method.

Bimanual examination and cervical inspection: Pelvic 
examination is not necessary before initiation of POPs because 
it does not facilitate detection of conditions for which POPs 
would be unsafe. Women with current breast cancer should 
not use POPs (U.S. MEC 4), and women with certain liver 
diseases generally should not use POPs (U.S. MEC 3) (5); 
however, neither of these conditions are likely to be detected 
by pelvic examination (120). A systematic review identified 
two case-control studies that compared delayed versus 
immediate pelvic examination before initiation of hormonal 
contraceptives, specifically oral contraceptives or DMPA (15). 
No differences in risk factors for cervical neoplasia, incidence 
of STDs, incidence of abnormal Papanicolaou smears, or 
incidence of abnormal wet mounts were observed (Level of 
evidence: II-2 fair, direct).

Liver enzymes: Although women with certain liver diseases 
generally should not use POPs (U.S. MEC 3) (5), screening 
for liver disease before initiation of POPs is not necessary 
because of the low prevalence of these conditions and the 
high likelihood that women with liver disease already would 
have had the condition diagnosed. A systematic review did 
not identify any evidence regarding outcomes among women 
who were screened versus not screened with liver enzyme 
tests before initiation of hormonal contraceptives (14). The 
prevalence of liver disorders among women of reproductive 
age is low. In 2008 among U.S. adults aged 18–44 years, 
the percentage with liver disease (not further specified) was 
1.0% (90). In 2009, the incidence of acute hepatitis A, B, 
or C among women was <1 per 100,000 population (91). 
During 1998–2007, the incidence of liver carcinoma among 
women was approximately 3 per 100,000 population (92). 
Because estrogen and progestins are metabolized in the liver, 
the use of hormonal contraceptives among women with liver 
disease might, theoretically, be a concern. The use of hormonal 
contraceptives, specifically COCs and POPs, does not affect 
disease progression or severity in women with hepatitis, 
cirrhosis, or benign focal nodular hyperplasia (93,94).

Clinical breast examination: Although women with current 
breast cancer should not use POPs (U.S. MEC 4) (5), screening 
asymptomatic women with a clinical breast examination 

before initiating POPs is not necessary because of the low 
prevalence of breast cancer among women of reproductive age. 
A systematic review did not identify any evidence regarding 
outcomes among women who were screened versus not 
screened with a clinical breast examination before initiation of 
hormonal contraceptives (15). The incidence of breast cancer 
among women of reproductive age in the United States is low. 
In 2009, the incidence of breast cancer among women ages 
20–49 was approximately 72 per 100,000 women (95).

Other screening: Women with hypertension, diabetes, 
hyperlipidemia, anemia, thrombogenic mutations, cervical 
intraepithelial neoplasia, cervical cancer, STDs, or HIV 
infection can use (U.S. MEC 1) or generally can use (U.S. 
MEC 2) POPs  (5); therefore, screening for these conditions 
is not necessary for the safe initiation of POPs.

Number of Pill Packs that Should Be 
Provided at Initial and Return Visits

•	 At	the	initial	and	return	visits,	provide	or	prescribe	up	to	a	
1-year supply of POPs (e.g., 13 28-day pill packs), 
depending on the woman’s preferences and anticipated use.

•	 A	woman	 should	be	 able	 to	 obtain	POPs	 easily	 in	 the	
amount and at the time she needs them.

Comments and Evidence Summary. The more pill packs 
given up to 13 cycles, the higher the continuation rates. 
Restricting the number of pill packs distributed or prescribed 
can result in unwanted discontinuation of the method and 
increased risk for pregnancy.

A systematic review of the evidence suggested that providing 
a greater number of pill packs was associated with increased 
continuation (23). Studies that compared provision of one 
versus 12 packs, one versus 12 or 13 packs, or three versus 
seven packs found increased continuation of pill use among 
women provided with more pill packs (209–211). However, 
one study found that there was no difference in continuation 
when patients were provided one and then three packs versus 
four packs all at once (212). In addition to continuation, a 
greater number of pill packs provided was associated with fewer 
pregnancy tests, fewer pregnancies, and lower cost per client. 
However, a greater number of pill packs (13 packs versus three 
packs) also was associated with increased pill wastage in one 
study (210) (Level of evidence: I to II-2, fair, direct).

Routine Follow-Up After POP Initiation
These recommendations address when routine follow-up 

is recommended for safe and effective continued use of 
contraception for healthy women. The recommendations refer 
to general situations and might vary for different users and 
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different situations. Specific populations that might benefit 
from more frequent follow-up visits include adolescents, those 
with certain medical conditions or characteristics, and those 
with multiple medical conditions.
•	 Advise	a	woman	to	return	at	any	time	to	discuss	side	effects	

or other problems or if she wants to change the method 
being used. No routine follow-up visit is required.

•	 At	other	routine	visits,	health-care	providers	seeing	POP	
users should do the following:

 – Assess the woman’s satisfaction with her contraceptive 
method and whether she has any concerns about 
method use.

 – Assess any changes in health status, including medications, 
that would change the appropriateness of  POPs for safe 
and effective continued use based on U.S. MEC (e.g., 
category 3 and 4 conditions and characteristics).

 – Consider assessing weight changes and counseling women 
who are concerned about weight changes perceived to be 
associated with their contraceptive method.

Comments and Evidence Summary. No evidence was 
found regarding whether a routine follow-up visit after 
initiating POPs improves correct or continued use.

Missed POPs
For the following recommendations, a dose is considered 

missed if it has been >3 hours since it should have been taken.
•	 Take	one	pill	as	soon	as	possible.
•	 Continue	taking	pills	daily,	one	each	day,	at	the	same	time	

each day, even if it means taking two pills on the same day.
•	 Use	back-up	contraception	(e.g.,	condoms)	or	avoid	sexual	

intercourse until pills have been taken correctly, on time, 
for 2 consecutive days.

•	 Emergency	 contraception	 should	 be	 considered	 if	 the	
woman has had unprotected sexual intercourse.

Comments and Evidence Summary. Inconsistent or 
incorrect use of oral contraceptive pills is a major reason for oral 
contraceptive failure. Unlike COCs, POPs inhibit ovulation 
in about half of cycles, although this rate varies widely by 
individual (252). Peak serum steroid levels are reached about 
2 hours after administration, followed by rapid distribution 
and elimination, such that by 24 hours after administration, 
serum steroid levels are near baseline (252). Therefore, taking 
POPs at approximately the same time each day is important. 
An estimated 48 hours of POP use was deemed necessary to 
achieve the contraceptive effects on cervical mucus (252). 
Women who frequently miss POPs should consider an 
alternative  contraceptive method that is less dependent on 
the user to be effective  (e.g., IUD, implant, or injectable). 

No evidence was found regarding the effects of missed POPs 
available in the United States on measures of contraceptive 
effectiveness including pregnancy, follicular development, 
hormone levels, or cervical mucus quality.

Vomiting or Severe Diarrhea (for any 
Reason or Duration) that Occurs Within 

3 Hours After Taking a Pill
•	 Take	another	pill	as	soon	as	possible	(if	possible,	despite	

discomfort).
•	 Continue	taking	pills	daily,	one	each	day,	at	the	same	time	

each day.
•	 Use	back-up	contraception	(e.g.,	condoms)	or	avoid	sexual	

intercourse until 2 days after vomiting or diarrhea has resolved.
•	 Emergency	 contraception	 should	 be	 considered	 if	 the	

woman has had unprotected sexual intercourse.
Comments and Evidence Summary. Theoretically, the 

contraceptive effectiveness of POPs might be decreased because 
of vomiting or severe diarrhea.  Because of the lack of evidence 
to address this question, these recommendations are based on 
the recommendations for missed POPs. No evidence was found 
regarding the effects of vomiting or diarrhea on measures of 
contraceptive effectiveness, including pregnancy, follicular 
development, hormone levels, or cervical mucus quality.

Standard Days Method
SDM is a method based on fertility awareness; users must 

avoid unprotected sexual intercourse on days 8–19 of the 
menstrual cycle (253). Approximately 5 out of 100 women 
become pregnant in the first year of use with perfect (i.e., 
correct and consistent) use of SDM (253); effectiveness based 
on typical use is not available for this method but is expected 
to be lower than that for perfect use. SDM is reversible and can 
be used by women of all ages. SDM does not protect against 
STDs; consistent and correct use of male latex condoms reduces 
the risk for STDs, including HIV.

Use of SDM Among Women with Various 
Menstrual Cycle Durations

Menstrual Cycles of 26–32 Days
•	 These	women	may	use	the	method.
•	 Provide	a	barrier	method	of	contraception	for	protection	

on days 8–19 if she wants one.
•	 If	she	has	unprotected	sexual	intercourse	during	days	8–19,	

consider the use of emergency contraception if appropriate.
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Two or More Menstrual Cycles of <26 or >32 Days 
Within Any 1 Year of SDM Use
•	 Advise	 the	 woman	 that	 the	method	might	 not	 be	

appropriate for her because of a higher risk for pregnancy. 
Help her consider another method.

Comments and Evidence Summary. The probability of 
pregnancy is increased when the menstrual cycle is outside the 
range of 26–32 days, even if unprotected sexual intercourse is 
avoided on days 8–19. A study of 7,600 menstrual cycles, including 
information on cycle length and signs of ovulation, concluded that 
the theoretical effectiveness of SDM is greatest for women with 
cycles of 26–32 days, that the method is still effective for women 
who occasionally have a cycle outside this range, and that it is 
less effective for women who consistently have cycles outside this 
range. Information from daily hormonal measurements shows 
that the timing of the 6-day fertile window varies greatly, even 
among women with regular cycles (39,254,255).

Emergency Contraception
Emergency contraception consists of methods that can be 

used by women after sexual intercourse to prevent pregnancy. 
Emergency contraception methods have varying ranges 
of effectiveness depending on the method and timing of 
administration. Four options are available in the United States: 
the Cu-IUD and three types of ECPs.

Types of Emergency Contraception
Intrauterine Device
•	 Cu-IUD

ECPs
•	 Ulipristal	acetate	(UPA)	in	a	single	dose	(30	mg)
•	 Levonorgestrel	in	a	single	dose	(1.5	mg)	or	as	a	split	dose	

(1 dose of 0.75 mg of levonorgestrel followed by a second 
dose of 0.75 mg of levonorgestrel 12 hours later)

•	 Combined	estrogen	and	progestin	in	2	doses	(Yuzpe	regimen:	
1 dose of 100 µg of ethinyl estradiol plus 0.50 mg of 
levonorgestrel followed by a second dose of 100 µg of ethinyl 
estradiol plus 0.50 mg of levonorgestrel 12 hours later)

Initiation of Emergency Contraception
Timing

Cu-IUD
•	 The	Cu-IUD	can	be	inserted	within	5	days	of	the	first	act	of	

unprotected sexual intercourse as an emergency contraceptive.

•	 In	addition,	when	the	day	of	ovulation	can	be	estimated,	
the Cu-IUD can be inserted beyond 5 days after sexual 
intercourse, as long as insertion does not occur >5 days 
after ovulation.

ECPs
•	 ECPs	should	be	taken	as	soon	as	possible	within	5	days	of	

unprotected sexual intercourse.
Comments and Evidence Summary. Cu-IUDs are highly 

effective as emergency contraception (256) and can be 
continued as regular contraception. UPA and levonorgestrel 
ECPs have similar effectiveness when taken within 3 days after 
unprotected sexual intercourse; however, UPA has been shown 
to be more effective than the levonorgestrel formulation 3–5 
days after unprotected sexual intercourse (257). The combined 
estrogen and progestin regimen is less effective than UPA 
or levonorgestrel and also is associated with more frequent 
occurrence of side effects (nausea and vomiting) (258). The 
levonorgestrel formulation might be less effective than UPA 
among obese women (257).

Two studies of UPA use found consistent decreases in 
pregnancy rates when administered within 120 hours of 
unprotected sexual intercourse (257,259). Five studies found 
that the levonorgestrel and combined regimens decreased risk 
for pregnancy through the fifth day after unprotected sexual 
intercourse; however, rates of pregnancy were slightly higher 
when ECPs were taken after 3 days (260–264). A meta-analysis 
of levonorgestrel ECPs found that pregnancy rates were low 
when administered within 4 days after unprotected sexual 
intercourse but increased at 4–5 days (265) (Level of evidence: 
I to II-2, good to poor, direct).

Advance Provision of ECPs
•	 An	advance	supply	of	ECPs	may	be	provided	so	that	ECPs	

will be available when needed and can be taken as soon as 
possible after unprotected sexual intercourse.

Comments and Evidence Summary. A systematic review 
identified 17 studies that reported on safety or effectiveness of 
advance ECPs in adult or adolescent women (26). Any use of 
ECPs was two to seven times greater among women who received 
an advance supply of ECPs. However, a summary estimate 
(relative risk = 0.97; 95% confidence interval = 0.77–1.22) of 
five randomized controlled trials did not indicate a significant 
reduction in unintended pregnancies at 12 months with 
advance provision of ECPs. In the majority of studies among 
adults or adolescents, patterns of regular contraceptive use, 
pregnancy rates, and incidence of STDs did not vary between 
those who received advance ECPs and those who did not. 
Although available evidence supports the safety of advance 
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provision of ECPs, effectiveness of advance provision of ECPs 
in reducing pregnancy rates at the population level has not been 
demonstrated (Level of evidence: I to II-3, good to poor, direct).

Initiation of Regular Contraception 
After ECPs

UPA
•	 Any	 regular	 contraceptive	 method	 can	 be	 started	

immediately after the use of UPA.
•	 The	woman	needs	to	abstain	from	sexual	intercourse	or	

use barrier contraception for 14 days or until her next 
menses, whichever comes first.

•	 Advise	the	woman	to	have	a	pregnancy	test	if	she	does	not	
have a withdrawal bleed within 3 weeks.

Levonorgestrel and Combined Estrogen and 
Progestin ECPs
•	 Any	 regular	 contraceptive	 method	 can	 be	 started	

immediately after the use of levonorgestrel or combined 
estrogen and progestin ECPs.

•	 The	woman	needs	to	abstain	from	sexual	intercourse	or	
use barrier contraception for 7 days.

•	 Advise	the	woman	to	have	a	pregnancy	test	if	she	does	not	
have a withdrawal bleed within 3 weeks.

Comments and Evidence Summary. Data on when a 
woman can start regular contraception after ECPs are limited 
to expert opinion and product labeling (27). Theoretically, 
the effectiveness of systemic hormonal contraception might 
be decreased when administered concurrently or in close 
succession because of the antiprogestin properties of UPA 
(266,267); these theoretical concerns do not exist for combined 
estrogen and progestin or levonorgestrel formulations of 
ECPs. The resumption or initiation of regular hormonal 
contraception after ECP use involves consideration of the 
risk for pregnancy if ECPs fail and the risks for unintended 
pregnancy if contraception initiation is delayed until the 
subsequent menstrual cycle. If a woman is planning to initiate 
contraception after the next menstrual period after ECP 
use, the cycle in which ECPs are used might be shortened, 
prolonged, or involve unscheduled bleeding.

Prevention and Management of Nausea 
and Vomiting with ECP Use

Nausea and Vomiting
•	 Levonorgestrel	 and	UPA	ECPs	 cause	 less	 nausea	 and	

vomiting than combined estrogen and progestin ECPs.

•	 Routine	 use	 of	 antiemetics	 before	 taking	ECPs	 is	 not	
recommended. Pretreatment with antiemetics may be 
considered depending on availability and clinical judgment.

Vomiting Within 3 Hours of Taking ECPs
•	 Another	dose	of	ECP	should	be	taken	as	soon	as	possible.	

Use of an antiemetic should be considered.
Comments and Evidence Summary. Many women do 

not experience nausea or vomiting when taking ECPs, and 
predicting which women will experience nausea or vomiting 
is difficult. Although routine use of antiemetics before taking 
ECPs is not recommended, antiemetics are effective in some 
women and can be offered when appropriate. Health-care 
providers who are deciding whether to offer antiemetics to 
women taking ECPs should consider the following: 1) women 
taking combined estrogen and progestin ECPs are more 
likely to experience nausea and vomiting than those who 
take levonorgestrel or UPA ECPs; 2) evidence indicates that 
antiemetics reduce the occurrence of nausea and vomiting in 
women taking combined estrogen and progestin ECPs; and 
3) women who take antiemetics might experience other side 
effects from the antiemetics.

A systematic review examined incidence of nausea and 
vomiting with different ECP regimens and effectiveness of 
antinausea drugs in reducing nausea and vomiting with ECP 
use (28). The levonorgestrel regimen was associated with 
significantly less nausea than a nonstandard dose of UPA 
(50 mg) and the standard combined estrogen and progestin 
regimen (268–270). Use of the split-dose levonorgestrel 
showed no differences in nausea and vomiting compared 
with the single-dose levonorgestrel (260,261,263,271) (Level 
of evidence: I, good-fair, indirect). Two trials of antinausea 
drugs, meclizine and metoclopramide, taken before combined 
estrogen and progestin ECPs, reduced the severity of nausea 
(272,273). Significantly less vomiting occurred with meclizine 
but not metoclopramide (Level of evidence: I, good-fair, 
direct). No direct evidence was found regarding the effects of 
vomiting after taking ECPs.

Female Sterilization 
Laparoscopic, abdominal, and hysteroscopic methods of 

female sterilization are available in the United States, and 
some of these procedures can be performed in an outpatient 
procedure or office setting. Fewer than 1 out of 100 women 
become pregnant in the first year after female sterilization 
(59). Because these methods are intended to be irreversible, 
all women should be appropriately counseled about the 
permanency of sterilization and the availability of highly 
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effective, long-acting, reversible methods of contraception. 
Female sterilization does not protect against STDs; consistent 
and correct use of male latex condoms reduces the risk for 
STDs, including HIV.

When Hysteroscopic Sterilization Is 
Reliable for Contraception

•	 Before	a	woman	can	rely	on	hysteroscopic	sterilization	for	
contraception, a hysterosalpingogram (HSG) must be 
performed 3 months after the sterilization procedure to 
confirm bilateral tubal occlusion. 

•	 The	woman	should	be	advised	that	she	needs	to	abstain	
from sexual intercourse or use additional contraceptive 
protection until she has confirmed bilateral tubal occlusion.

When Laparoscopic and Abdominal 
Approches Are Reliable for Contraception
•	 A	woman	 can	 rely	 on	 sterilization	 for	 contraception	

immediately after laparoscopic and abdominal approaches. 
No additional contraceptive protection is needed.

Comments and Evidence Summary. HSG confirmation 
is necessary to confirm bilateral tubal occlusion after 
hysteroscopic sterilization. The inserts for the hysteroscopic 
sterilization system available in the United States are placed 
bilaterally into the fallopian tubes and require 3 months 
for adequate fibrosis and scarring leading to bilateral tubal 
occlusion. After hysteroscopic sterilization, advise the woman 
to correctly and consistently use an effective method of 
contraception while awaiting confirmation. If compliance 
with another method might be a problem, a woman and her 
health-care provider may consider DMPA injection at the time 
of sterilization to ensure adequate contraception for 3 months. 
Unlike laparoscopic and abdominal sterilizations, pregnancy 
risk beyond 7 years of follow-up has not been studied among 
women who received  hysteroscopic sterilization.

Pregnancy risk with at least 10 years of follow-up has 
been studied among women who received laparoscopic and 
abdominal sterilizations (274,275). Although these methods 
are highly effective, pregnancies can occur many years after 
the procedure, and the risk for pregnancy is higher among 
younger women (274,276).

A systematic review was conducted to identify studies that 
reported whether pregnancies occurred after hysteroscopic 
sterilization (29). Twenty-four studies were identified that 
reported whether pregnancies occurred after hysteroscopic 
sterilization and found that very few pregnancies occurred 
among women with confirmed bilateral tubal occlusion; 
however, few studies include long-term follow-up, and 

none with follow-up for >7 years. Among women who had 
successful bilateral placement, most pregnancies that occurred 
after hysteroscopic sterilization were in women who did 
not have confirmed bilateral tubal occlusion at 3 months, 
either because of lack of follow up or misinterpretation of 
HSG results (277–279). Some pregnancies occurred within 
3 months of placement, including among women who were 
already pregnant at the time of the procedure, women who 
did not use alternative contraception, or women who had 
failures of alternative contraception (277,278,280–283). 
Although these studies generally demonstrated high rates of 
bilateral placement, some pregnancies occurred as a result 
of lack of bilateral placement identified on later imaging 
(277,278,280,281,283,284). Most pregnancies occurred after 
deviations from FDA directions, which include placement in 
the early follicular phase of the menstrual cycle, imaging at 
3 months to document proper placement, and use of effective 
alternative contraception until documented occlusion (Level 
of evidence: II-3, fair, direct).

Male Sterilization 
Male sterilization, or vasectomy, is one of the few 

contraceptive methods available to men and can be performed 
in an outpatient procedure or office setting. Fewer than 1 
woman out of 100 becomes pregnant in the first year after 
her male partner undergoes sterilization (59). Because male 
sterilization is intended to be irreversible, all men should be 
appropriately counseled about the permanency of sterilization 
and the availability of highly effective, long-acting, reversible 
methods of contraception for women. Male sterilization does 
not protect against STDs; consistent and correct use of male 
latex condoms reduces the risk for STDs, including HIV.

When Vasectomy Is Reliable for 
Contraception

•	 A	semen	analysis	should	be	performed	8–16	weeks	after	
a vasectomy to ensure the procedure was successful.

•	 The	man	should	be	advised	that	he	should	use	additional	
contraceptive protection or abstain from sexual intercourse 
until he has confirmation of vasectomy success by 
postvasectomy semen analysis.

Other Postprocedure Recommendations
•	 The	man	should	refrain	from	ejaculation	for	approximately	

1 week after the vasectomy to allow for healing of surgical 
sites and, after certain methods of vasectomy, occlusion 
of the vas.
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Comments and Evidence Summary. The Vasectomy 
Guideline Panel of the American Urological Association 
performed a systematic review of key issues concerning the 
practice of vasectomy (285). All English-language publications 
on vasectomy published during 1949–2011 were reviewed. For 
more information, see the American Urological Association 
Vasectomy Guidelines (available at http://www.auanet.org/
education/vasectomy.cfm).

Motile sperm disappear within a few weeks after vasectomy 
(286–289). The time to azoospermia varies widely in different 
studies; however, by 12 weeks after the vasectomy, 80% of men 
have azoospermia, and almost all others have rare nonmotile 
sperm (defined as ≤100,000 nonmotile sperm per milliliter) 
(285). The number of ejaculations after vasectomy is not a 
reliable indicator of when azoospermia or rare nonmotile sperm 
will be achieved (285). Once azoospermia or rare nonmotile 
sperm has been achieved, patients can rely on the vasectomy for 
contraception, although not with 100% certainty. The risk for 
pregnancy after a man has achieved postvasectomy azoospermia 
is approximately one in 2,000 (290–294).

A median of 78% (range 33%–100%) of men return for 
a single postvasectomy semen analysis (285). In the largest 
cohorts that appear typical of North American vasectomy 
practice, approximately two thirds of men (55%–71%) return 
for at least one postvasectomy semen analysis (291,295–299). 
Assigning men an appointment after their vasectomy might 
improve compliance with follow-up (300).

When Women Can Stop Using 
Contraceptives

•	 Contraceptive	protection	is	still	needed	for	women	aged	
>44 years if the woman wants to avoid pregnancy.

Comments and Evidence Summary. The age at which 
a woman is no longer at risk for pregnancy is not known. 
Although uncommon, spontaneous pregnancies occur 
among women aged >44 years. Both the American College 
of Obstetricians and Gynecologists and the North American 
Menopause Society recommend that women continue 
contraceptive use until menopause or age 50–55 years 
(301,302). The median age of menopause is approximately 51 
years in North America (301) but can vary from ages 40 to 60 
years (303). The median age of definitive loss of natural fertility 
is 41 years but can range up to age 51 years (304,305). No 
reliable laboratory tests are available to confirm definitive loss 
of fertility in a woman. The assessment of follicle-stimulating 
hormone levels to determine when a woman is no longer fertile 
might not be accurate (301).

Health-care providers should consider the risks for becoming 
pregnant in a woman of advanced reproductive age, as well as any 
risks of continuing contraception until menopause. Pregnancies 
among women of advanced reproductive age are at higher 
risk for maternal complications, such as hemorrhage, venous 
thromboembolism, and death, and fetal complications, such 
as spontaneous abortion, stillbirth, and congenital anomalies 
(306–308). Risks associated with continuing contraception, 
in particular risks for acute cardiovascular events (venous 
thromboembolism, myocardial infarction, or stroke) or breast 
cancer, also are important to consider. U.S. MEC states that 
on the basis of age alone, women aged >45 years can use POPs, 
implants, the LNG-IUD, or the Cu-IUD (U.S. MEC 1) (5). 
Women aged >45 years generally can use combined hormonal 
contraceptives and DMPA (U.S. MEC 2) (5). However, women 
in this age group might have chronic conditions or other risk 
factors that might render use of hormonal contraceptive methods 
unsafe; U.S. MEC might be helpful in guiding the safe use of 
contraceptives in these women.

The incidence of venous thromboembolism was higher 
among oral contraceptive users aged ≥45 years compared with 
younger oral contraceptive users in two studies (309–311); 
however, an interaction between hormonal contraception 
and increased age compared with baseline risk was not 
demonstrated (309,310) or was not examined (311). The 
relative risk for myocardial infarction was higher among all 
oral contraceptive users than in nonusers, although a trend of 
increased relative risk with increasing age was not demonstrated 
(312,313). No studies were found regarding the risk for stroke 
in COC users aged ≥45 years (Level of evidence: II-2, good 
to poor, direct).

A pooled analysis by the Collaborative Group on Hormonal 
Factors and Breast Cancer in 1996 (314) found small increased 
relative risks for breast cancer among women aged ≥45 years 
whose last use of combined hormonal contraceptives was <5 
years previously and for those whose last use was 5–9 years 
previously. Seven more recent studies suggested small but 
nonsignificant increased relative risks for breast carcinoma 
in situ or breast cancer among women who had used oral 
contraceptives or DMPA when they were aged ≥40 years 
compared with those who had never used either method 
(315–321) (Level of evidence: II-2, fair, direct).

Conclusion
Women, men, and couples have increasing numbers of safe 

and effective choices for contraceptive methods, including LARC 
methods such as IUDs and implants, to reduce the risk for 
unintended pregnancy. However, with these expanded options 

http://www.auanet.org/education/vasectomy.cfm
http://www.auanet.org/education/vasectomy.cfm
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comes the need for evidence-based guidance to help health-care 
providers offer quality family planning care to their patients, 
including choosing the most appropriate contraceptive method 
for individual circumstances and using that method correctly, 
consistently, and continuously to maximize effectiveness. 
Removing unnecessary barriers can help patients access and 
successfully use contraceptive methods. Several medical barriers 
to initiating and continuing contraceptive methods might exist, 
such as unnecessary screening examinations and tests before 
starting the method (e.g., a pelvic examination before initiation 
of COCs), inability to receive the contraceptive on the same 
day as the visit (e.g., waiting for test results that might not be 
needed or waiting until the woman’s next menstrual period to 
start use), and difficulty obtaining continued contraceptive 
supplies (e.g., restrictions on number of pill packs dispensed 
at one time). Removing unnecessary steps, such as providing 
prophylactic antibiotics at the time of IUD insertion or requiring 
unnecessary follow-up procedures, also can help patients access 
and successfully use contraception.

Most women can start most contraceptive methods at 
any time, and few examinations or tests, if any, are needed 
before starting a contraceptive method. Routine follow-up 
for most women includes assessment of her satisfaction with 
the contraceptive method, concerns about method use, and 
changes in health status or medications that could affect 
medical eligibility for continued use of the method. Because 
changes in bleeding patterns are one of the major reasons 
for discontinuation of contraception, recommendations are 
provided for the management of bleeding irregularities with 
various contraceptive methods. In addition, because women 
and health-care providers can be confused about the procedures 
for missed pills and dosing errors with the contraceptive patch 
and ring, the instructions are streamlined for easier use. ECPs 
and emergency use of the Cu-IUD are important options for 
women, and recommendations on using these methods, as 
well as starting regular contraception after use of emergency 
contraception, are provided. Male and female sterilization are 
highly effective methods of contraception for men, women, and 
couples who have completed childbearing; for men undergoing 
vasectomy and women undergoing a hysteroscopic sterilization 
procedure, additional contraceptive protection is needed until 
the success of the procedure can be confirmed.

CDC is committed to working with partners at the federal, 
national, and local levels to disseminate, implement, and 
evaluate the recommendations in U.S. SPR so that the 
information reaches health-care providers. Strategies for 
dissemination and implementation include collaborating 
with other federal agencies and professional and service 
organizations to widely distribute the recommendations 
through presentations, electronic distribution, newsletters, and 

other publications; development of provider tools and job aids 
to assist providers in implementing the new recommendations; 
and training activities for students, as well as for continuing 
education. CDC will conduct a survey of family planning 
health-care providers before and after release of this report 
to assess attitudes and practices related to contraceptive 
use. Results from this survey will assist CDC in evaluating 
the impact of these recommendations on the provision 
of contraceptives in the United States. Finally, CDC will 
continually monitor new scientific evidence and will update 
these recommendations as warranted by new evidence. Updates 
to the recommendations, as well as provider tools and other 
resources, are available on the CDC U.S. SPR website (http://
www.cdc.gov/reproductivehealth/UnintendedPregnancy/
USSPR.htm).
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Appendix A
Summary Chart of U.S. Medical Eligibility Criteria for Contraceptive Use, 2010

Updated June 2012.  This summary sheet only contains 
a subset of the recommendations from the US MEC.  
For complete guidance, see: http://www.cdc.gov/
reproductivehealth/unintendedpregnancy/USMEC.htm.

Most contraceptive methods do not protect against sexually 
transmitted infections (STIs).  Consistent and correct use of 
the male latex condom reduces the risk of STIs and HIV.

Key:
1. No restriction (method can be used)
2. Advantages generally outweigh theoretical or proven 

risks
3. Theoretical or proven risks usually outweigh the 

advantages
4. Unacceptable health risk (method not to be used)

Condition Sub-condition 

Combined 
pill, patch, 

ring
Progestin-
only pill Injection Implant LNG-IUD Copper-IUD

I C I C I C I C I C I C
Age Menarche to 

<40=1
Menarche to 

<18=1
Menarche to 

<18=2
Menarche to 

<18=1
Menarche to 

<20=2
Menarche to 

<20=2

>40=2 18-45=1 18-45=1 18-45=1 >20=1 >20=1

>45=1 >45=2 >45=1

Anatomic  
abnormalities 

a) Distorted uterine 
cavity

4 4

b) Other 
abnormalities

2 2

Anemias a) Thalassemia 1 1 1 1 1 2

b) Sickle cell disease† 2 1 1 1 1 2

c) Iron-deficiency 
anemia

1 1 1 1 1 2

Benign ovarian tumors (including cysts) 1 1 1 1 1 1

Breast disease a) Undiagnosed mass 2* 2* 2* 2* 2 1

b) Benign breast 
disease

1 1 1 1 1 1

c) Family history of 
cancer

1 1 1 1 1 1

d) Breast cancer†

     i) current 4 4 4 4 4 1

ii) past and no 
evidence of 
current disease for 
5 years

3 3 3 3 3 1

Breastfeeding  
(see also Postpartum)

a) < 1 month 
postpartum

3* 2* 2* 2*

b) 1 month or more 
postpartum

2* 1* 1* 1*

Cervical cancer Awaiting treatment 2 1 2 2 4 2 4 2

Cervical ectropion 1 1 1 1 1 1

Cervical  
intraepithelial  
neoplasia 

2 1 2 2 2 1

See table footnotes on page 54.

http://www.cdc.gov/reproductivehealth/unintendedpregnancy/USMEC.htm
http://www.cdc.gov/reproductivehealth/unintendedpregnancy/USMEC.htm
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Appendix A (Continued)
Summary Chart of U.S. Medical Eligibility Criteria for Contraceptive Use, 2010

Condition Sub-condition 

Combined 
pill, patch, 

ring
Progestin-
only pill Injection Implant LNG-IUD Copper-IUD

I C I C I C I C I C I C
Cirrhosis a) Mild 

(compensated)
1 1 1 1 1 1

b) Severe† 
(decompensated)

4 3 3 3 3 1

DVT/PE a) History of 
DVT/PE, not 
on anticoagulant 
therapy

i) higher risk for 
recurrent DVT/PE 

4 2 2 2 2 1

ii) lower risk for 
recurrent DVT/PE 

3 2 2 2 2 1

b) Acute DVT/PE 4 2 2 2 2 2

c) DVT/PE and 
established on 
anticoagulant 
therapy for at least 3 
months

i) higher risk for 
recurrent DVT/PE 

4* 2 2 2 2 2

ii) lower risk for 
recurrent DVT/PE 

3* 2 2 2 2 2

d) Family history 
(first-degree relatives)

2 1 1 1 1 1

e) Major surgery

(i) with prolonged 
immobilization

4 2 2 2 2 1

(ii) without 
prolonged 
immobilization

2 1 1 1 1 1

f ) Minor 
surgery without 
immobilization

1 1 1 1 1 1

Depressive disorders 1* 1* 1* 1* 1* 1*

See table footnotes on page 54.
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Appendix A (Continued)
Summary Chart of U.S. Medical Eligibility Criteria for Contraceptive Use, 2010

Condition Sub-condition 

Combined 
pill, patch, 

ring
Progestin-
only pill Injection Implant LNG-IUD Copper-IUD

I C I C I C I C I C I C
Diabetes mellitus a) History of 

gestational diabetes 
mellitus only

1 1 1 1 1 1

b) Non-vascular 
disease

(i) non-insulin 
dependent

2 2 2 2 2 1

(ii) insulin 
dependent†

2 2 2 2 2 1

c) Nephropathy/ 
retinopathy/ 
neuropathy†

3/4* 2 3 2 2 1

d) Other vascular 
disease or diabetes of 
>20 years’ duration†

3/4* 2 3 2 2 1

Endometrial cancer† 1 1 1 1 4 2 4 2

Endometrial  
hyperplasia

1 1 1 1 1 1

Endometriosis 1 1 1 1 1 2

Epilepsy† (see also Drug 
Interactions)

1* 1* 1* 1* 1 1

Gallbladder disease a) Symptomatic

(i) treated by      
cholecystectomy

2 2 2 2 2 1

     (ii) medically 
treated

3 2 2 2 2 1

(iii) current 3 2 2 2 2 1

b) Asymptomatic 2 2 2 2 2 1

Gestational  
trophoblastic disease

a) Decreasing or 
undetectable ß-hCG 
levels

1 1 1 1 3 3

b) Persistently 
elevated ß-hCG 
levels or malignant 
disease†

1 1 1 1 4 4

Headaches a) Non-migrainous 1* 2* 1* 1* 1* 1* 1* 1* 1* 1* 1*

b) Migraine

i) without aura, 
age <35

2* 3* 1* 2* 2* 2* 2* 2* 2* 2* 1*

ii) without aura, 
age >35

3* 4* 1* 2* 2* 2* 2* 2* 2* 2* 1*

iii) with aura, any 
age

4* 4* 2* 3* 2* 3* 2* 3* 2* 3* 1*

See table footnotes on page 54.
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Appendix A (Continued)
Summary Chart of U.S. Medical Eligibility Criteria for Contraceptive Use, 2010

Condition Sub-condition 

Combined 
pill, patch, 

ring
Progestin-
only pill Injection Implant LNG-IUD Copper-IUD

I C I C I C I C I C I C
History of bariatric surgery† a) Restrictive 

procedures
1 1 1 1 1 1

b) Malabsorptive 
procedures

COCs: 3 3 1 1 1 1

P/R: 1

History of cholestasis a) Pregnancy-related 2 1 1 1 1 1

b) Past COC-related 3 2 2 2 2 1

History of high blood pressure  
during pregnancy 

2 1 1 1 1 1

History of pelvic surgery 1 1 1 1 1 1

HIV High risk 1 1 1* 1 2 2 2 2

HIV infected 
(see also Drug 
Interactions)†

1* 1* 1* 1* 2 2 2 2

AIDS (see also Drug 
Interactions) †

1* 1* 1* 1* 3 2* 3 2*

Clinically well on 
therapy

If on treatment, see Drug Interactions 2 2 2 2

Hyperlipidemias 2/3* 2* 2* 2* 2* 1*

Hypertension a) Adequately 
controlled 
hypertension

3* 1* 2* 1* 1 1

b) Elevated blood 
pressure levels 
(properly taken 
measurements)

(i) systolic 140-
159 or diastolic 
90-99

3 1 2 1 1 1

(ii) systolic ≥160 
or diastolic ≥100†

4 2 3 2 2 1

c) Vascular disease 4 2 3 2 2 1

Inflammatory bowel disease (Ulcerative colitis, 
Crohn’s disease)

2/3* 2 2 1 1 1

Ischemic heart  
disease†

Current and  
history of

4 2 3 3 2 3 2 3 1

Liver tumors a) Benign

i) Focal nodular 
hyperplasia

2 2 2 2 2 1

ii) Hepatocellular 
adenoma†

4 3 3 3 3 1

b) Malignant† 4 3 3 3 3 1

Malaria 1 1 1 1 1 1

See table footnotes on page 54.
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Appendix A (Continued)
Summary Chart of U.S. Medical Eligibility Criteria for Contraceptive Use, 2010

Condition Sub-condition 

Combined 
pill, patch, 

ring
Progestin-
only pill Injection Implant LNG-IUD Copper-IUD

I C I C I C I C I C I C
Multiple risk factors for arterial 
cardiovascular disease

(such as older age, 
smoking, diabetes 
and hypertension)

3/4* 2* 3* 2* 2 1

Obesity a) >30 kg/m2 BMI 2 1 1 1 1 1

b) Menarche to 
<18 years and 
>30 kg/m2  BMI

2 1 2 1 1 1

Ovarian cancer† 1 1 1 1 1 1

Parity a) Nulliparous 1 1 1 1 2 2

b) Parous 1 1 1 1 1 1

Past ectopic  
pregnancy

1 2 1 1 1 1

Pelvic inflammatory disease a) Past, (assuming no 
current risk factors 
of STIs)

(i) with 
subsequent 
pregnancy

1 1 1 1 1 1 1 1

(ii) without 
subsequent 
pregnancy

1 1 1 1 2 2 2 2

b) Current 1 1 1 1 4 2* 4 2*

Peripartum cardiomyopathy† a) Normal or mildly 
impaired cardiac 
function

(i) <6 months 4 1 1 1 2 2

(ii) >6 months 3 1 1 1 2 2

b) Moderately or 
severely impaired 
cardiac function

4 2 2 2 2 2

Postabortion a) First trimester 1* 1* 1* 1* 1* 1*

b) Second trimester 1* 1* 1* 1* 2 2

c) Immediately post-
septic abortion

1* 1* 1* 1* 4 4

Postpartum  
(see also Breastfeeding)

a)  <21 days 4 1 1 1

b)  21 days to 
42 days 

(i) with other risk 
factors for VTE 3* 1 1 1

(ii) without other 
risk factors for 
VTE

2 1 1 1

c)  >42 days 1 1 1 1

See table footnotes on page 54.



Recommendations and Reports

52 MMWR / June 21, 2013 / Vol. 62 / No. 5

Appendix A (Continued)
Summary Chart of U.S. Medical Eligibility Criteria for Contraceptive Use, 2010

Condition Sub-condition 

Combined 
pill, patch, 

ring
Progestin-
only pill Injection Implant LNG-IUD Copper-IUD

I C I C I C I C I C I C
Postpartum (in breastfeeding 
or non-breastfeeding women, 
including post-cesarean 
section)

a) <10 minutes after 
delivery of the 
placenta

2 1

b) 10 minutes after 
delivery of the 
placenta to 
< 4 weeks

2 2

c) >4 weeks 1 1

d) Puerperal sepsis 4 4

Pregnancy NA* NA* NA* NA* 4* 4*

Rheumatoid  
arthritis

a) On 
immunosuppressive 
therapy

2 1 2/3* 1 2 1 2 1

b) Not on 
immunosuppressive 
therapy

2 1 2 1 1 1

Schistosomiasis a) Uncomplicated 1 1 1 1 1 1

b) Fibrosis of the 
liver†

1 1 1 1 1 1

Severe dysmenorrhea 1 1 1 1 1 2

STIs a) Current purulent 
cervicitis or 
chlamydial infection 
or gonorrhea

1 1 1 1 4 2* 4 2*

b) Other STIs 
(excluding HIV and 
hepatitis)

1 1 1 1 2 2 2 2

c) Vaginitis 
(including 
trichomonas 
vaginalis and 
bacterial vaginosis)

1 1 1 1 2 2 2 2

d) Increased risk of 
STIs

1 1 1 1 2/3* 2 2/3* 2

Smoking a) Age <35 2 1 1 1 1 1

b) Age >35, <15 
cigarettes/day

3 1 1 1 1 1

c) Age >35, >15 
cigarettes/day

4 1 1 1 1 1

Solid organ  
transplantation†

a) Complicated 4 2 2 2 3 2 3 2

b) Uncomplicated 2* 2 2 2 2 2

Stroke† History of 
cerebrovascular 
accident

4 2 3 3 2 3 2 1

See table footnotes on page 54.
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Appendix A (Continued)
Summary Chart of U.S. Medical Eligibility Criteria for Contraceptive Use, 2010

Condition Sub-condition 

Combined 
pill, patch, 

ring
Progestin-
only pill Injection Implant LNG-IUD Copper-IUD

I C I C I C I C I C I C
Superficial venous thrombosis a) Varicose veins 1 1 1 1 1 1

b) Superficial 
thrombophlebitis

2 1 1 1 1 1

Systemic lupus  
erythematosus†

a) Positive (or 
unknown) 
antiphospholipid 
antibodies

4 3 3 3 3 3 1 1

b) Severe 
thrombocytopenia

2 2 3 2 2 2* 3* 2*

c) 
Immunosuppressive 
treatment

2 2 2 2 2 2 2 1

d) None of the above 2 2 2 2 2 2 1 1

Thrombogenic  
mutations†

4* 2* 2* 2* 2* 1*

Thyroid disorders Simple goiter/ 
hyperthyroid/
hypothyroid

1 1 1 1 1 1

Tuberculosis†  
(see also Drug  
Interactions)

a) Non-pelvic 1* 1* 1* 1* 1 1

b) Pelvic 1* 1* 1* 1* 4 3 4 3

Unexplained vaginal bleeding (suspicious for 
serious condition) 
before evaluation

2* 2* 3* 3* 4* 2* 4* 2*

Uterine fibroids 1 1 1 1 2 2

Valvular heart  
disease

a) Uncomplicated 2 1 1 1 1 1

b) Complicated† 4 1 1 1 1 1

Vaginal bleeding  
patterns

a) Irregular pattern 
without heavy 
bleeding

1 2 2 2 1 1 1

b) Heavy or 
prolonged bleeding

1* 2* 2* 2* 1* 2* 2*

Viral hepatitis a) Acute or flare 3/4* 2 1 1 1 1 1

b) Carrier/Chronic 1 1 1 1 1 1 1

See table footnotes on page 54.
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Condition Sub-condition 

Combined 
pill, patch, 

ring
Progestin-
only pill Injection Implant LNG-IUD Copper-IUD

I C I C I C I C I C I C
Drug Interactions

Antiretroviral therapy a) Nucleoside 
reverse transcriptase 
inhibitors

1* 1 1 1 2/3* 2* 2/3* 2*

b) Non-nucleoside 
reverse transcriptase 
inhibitors

2* 2* 1 2* 2/3* 2* 2/3* 2*

c) Ritonavir-boosted 
protease inhibitors 

3* 3* 1 2* 2/3* 2* 2/3* 2*

Anticonvulsant therapy a) Certain 
anticonvulsants 
(phenytoin, 
carbamazepine, 
barbiturates, 
primidone, 
topiramate, 
oxcarbazepine)

3* 3* 1 2* 1 1

b) Lamotrigine 3* 1 1 1 1 1

Antimicrobial therapy a)  Broad spectrum 
antibiotics

1 1 1 1 1 1

b) Antifungals 1 1 1 1 1 1

c) Antiparasitics 1 1 1 1 1 1

d) Rifampicin or 
rifabutin therapy

3* 3* 1 2* 1 1

Abbreviations: AIDS = acquired immunodeficiency syndrome; BMI = body mass index; C = continuation of contraceptive method; COC = combined oral 
contraceptive; Cu-IUD = copper-containing intrauterine device; DVT = deep venous thrombosis; hCG = human chorionic gonadotropin; HIV = human 
immunodeficiency virus; I = initiation of contraceptive method; LNG-IUD = levonorgestrel-releasing intrauterine device; NA = not applicable; 
PE = pulmonary embolism; STI = sexually transmitted infection; VTE = venous thromboembolism.
Source: Modified from CDC. Summary chart of U.S. medical eligibility criteria for contraceptive use. Atlanta, GA: CDC; 2012. (Available at http://www.
cdc.gov/reproductivehealth/UnintendedPregnancy/USMEC.htm.)
* Please see the complete guidance for a clarification to this classification: www.cdc.gov/reproductivehealth/unintendedpregnancy/USMEC.htm.
† Condition that exposes a woman to increased risk as a result of unintended pregnancy.

Appendix A (Continued)
Summary Chart of U.S. Medical Eligibility Criteria for Contraceptive Use, 2010

http://www.cdc.gov/reproductivehealth/UnintendedPregnancy/USMEC.htm
http://www.cdc.gov/reproductivehealth/UnintendedPregnancy/USMEC.htm
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Contraceptive method

When to start (if the provider is 
reasonably certain that the woman is 

not pregnant)
Additional contraception  

(i.e., back-up) needed
Examinations or tests needed 

before initiation*

Copper-containing IUD Anytime Not needed Bimanual examination and cervical 
inspection†

Levonorgestrel-releasing IUD Anytime If >7 days after menses started, use 
back-up method or abstain for 7 days.

Bimanual examination and cervical 
inspection†

Implant Anytime If >5 days after menses started, use 
back-up method or abstain for 7 days.

None

Injectable Anytime If >7 days after menses started, use 
back-up method or abstain for 7 days.

None

Combined hormonal contraceptive Anytime If >5 days after menses started, use 
back-up method or abstain for 7 days.

Blood pressure measurement

Progestin-only pill Anytime If >5 days after menses started, use 
back-up method or abstain for 2 days.

None

Abbreviations: BMI = body mass index; HIV = human immunodeficiency virus; IUD = intrauterine device; STD = sexually transmitted disease; U.S. MEC = U.S. Medical 
Eligibility Criteria for Contraceptive Use, 2010.
* Weight (BMI) measurement is not needed to determine medical eligibility for any methods of contraception because all methods can be used (U.S. MEC 1) or generally 

can be used (U.S. MEC 2) among obese women (Box 2). However, measuring weight and calculating BMI (weight [kg]/height [m]2) at baseline might be helpful for 
monitoring any changes and counseling women who might be concerned about weight change perceived to be associated with their contraceptive method.

† Most women do not require additional STD screening at the time of IUD insertion if they have already been screened according to CDC’s STD Treatment Guidelines 
(available at http://www.cdc.gov/std/treatment). If a woman has not been screened according to guidelines, screening can be performed at the time of IUD insertion, 
and insertion should not be delayed. Women with purulent cervicitis or current chlamydial infection or gonorrhea should not undergo IUD insertion (U.S. MEC 4). 
Women who have a very high individual likelihood of STD exposure (e.g., those with a currently infected partner) generally should not undergo IUD insertion 
(U.S. MEC 3) (Box 2). For these women, IUD insertion should be delayed until appropriate testing and treatment occurs.

Appendix B
When To Start Using Specific Contraceptive Methods

http://www.cdc.gov/std/treatment
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TABLE. Examinations and tests needed before initiation of contraceptive methods

Examination or test

Contraceptive method and class

Cu-IUD and 
LNG-IUD Implant Injectable CHC POP Condom

Diaphragm or  
cervical cap Spermicide

Examination
Blood pressure C C C A* C C C C
Weight (BMI) (weight [kg]/

height [m]2)
—† —† —† —† —† C C C

Clinical breast examination C C C C C C C C
Bimanual examination and 

cervical inspection 
A C C C C C A§ C

Laboratory test
Glucose C C C C C C C C
Lipids C C C C C C C C
Liver enzymes C C C C C C C C
Hemoglobin C C C C C C C C
Thrombogenic mutations C C C C C C C C
Cervical cytology 

(Papanicolaou smear)
C C C C C C C C

STD screening with laboratory 
tests

—¶ C C C C C C C

HIV screening with laboratory 
tests

C C C C C C C C

Abbreviations: BMI = body mass index; CHC = combined hormonal contraceptive; Cu-IUD = copper-containing intrauterine device; DMPA = depot medroxyprogesterone 
acetate; HIV = human immunodeficiency virus; LNG-IUD = levonorgestrel-releasing intrauterine device; POP = progestin-only pill; STD = sexually transmitted disease; 
U.S. MEC = U.S. Medical Eligibility Criteria for Contraceptive Use, 2010.
* In cases in which access to health care might be limited, the blood pressure measurement can be obtained by the woman in a nonclinical setting (e.g., pharmacy 

or fire station) and self-reported to the provider.
† Weight (BMI) measurement is not needed to determine medical eligibility for any methods of contraception because all methods can be used (U.S. MEC 1) or generally 

can be used (U.S. MEC 2) among obese women (Box 2). However, measuring weight and calculating BMI at baseline might be helpful for monitoring any changes 
and counseling women who might be concerned about weight change perceived to be associated with their contraceptive method.

§ A bimanual examination (not cervical inspection) is needed for diaphragm fitting.
¶ Most women do not require additional STD screening at the time of IUD insertion if they have already been screened according to CDC’s STD Treatment Guidelines 

(available at http://www.cdc.gov/std/treatment). If a woman has not been screened according to guidelines, screening can be performed at the time of IUD insertion 
and insertion should not be delayed. Women with purulent cervicitis or current chlamydial infection or gonorrhea should not undergo IUD insertion (U.S. MEC 4). 
Women who have a very high individual likelihood of STD exposure (e.g., those with a currently infected partner) generally should not undergo IUD insertion 
(U.S. MEC 3). For these women, IUD insertion should be delayed until appropriate testing and treatment occurs.  

The examinations or tests noted apply to women who are 
presumed to be healthy. Those with known medical problems 
or other special conditions might need additional examinations 
or tests before being determined to be appropriate candidates 
for a particular method of contraception. The U.S. Medical 
Eligibility Criteria for Contraceptive Use, 2010 (U.S. MEC), 
might be useful in such circumstances (5). The following 
classification was considered useful in differentiating the 
applicability of the various examinations or tests:

Class A: essential and mandatory in all circumstances for 
safe and effective use of the contraceptive method. 
Class B: contributes substantially to safe and effective use, 
but implementation may be considered within the public 
health and/or service context; risk of not performing an 
examination or test should be balanced against the benefits 
of making the contraceptive method available.

Appendix C
Examinations and Tests Needed Before Initiation of Contraceptive Methods

Class C: does not contribute substantially to safe and 
effective use of the contraceptive method.
These classifications focus on the relationship of the 

examinations or tests to safe initiation of a contraceptive 
method. They are not intended to address the appropriateness 
of these examinations or tests in other circumstances. For 
example, some of the examinations or tests that are not deemed 
necessary for safe and effective contraceptive use might be 
appropriate for good preventive health care or for diagnosing 
or assessing suspected medical conditions.  

No examinations or tests are needed before initiating 
condoms or spermicides. A bimanual examination is necessary 
for diaphragm fitting. A bimanual examination and cervical  
inspection are needed for cervical cap fitting.

http://www.cdc.gov/std/treatment
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TABLE. Routine follow-up after contraceptive initiation

Action

Contraceptive method

Cu-IUD or LNG-IUD Implant Injectable CHC POP

General follow-up
Advise women to return at any time to discuss side effects or other 

problems or if they want to change the method. Advise women 
using IUDs, implants, or injectables when the IUD or implant 
needs to be removed or when a reinjection is needed.  No routine 
follow-up visit is required.

X X X X X

Other routine visits
Assess the woman’s satisfaction with her current method and 

whether she has any concerns about method use.
X X X X X

Assess any changes in health status, including medications, that 
would change the method’s appropriateness for safe and 
effective continued use based on U.S. MEC (i.e., category 3 and 4 
conditions and characteristics) (Box 2).

X X X X X

Consider performing an examination to check for the presence of 
IUD strings.

X — — — —

Consider assessing weight changes and counseling women who 
are concerned about weight change perceived to be associated 
with their contraceptive method.

X X X X X

Measure blood pressure. — — — X —

Abbreviations: CHC = combined hormonal contraceptive; Cu-IUD = copper-containing intrauterine device; HIV = human immunodeficiency virus; IUD = intrauterine 
device; LNG-IUD = levonorgestrel-releasing intrauterine device; POP = progestin-only pill; U.S. MEC = U.S. Medical Eligibility Criteria for Contraceptive Use, 2010.

Appendix D
Routine Follow-Up After Contraceptive Initiation

These recommendations address when routine follow-up 
is recommended for safe and effective continued use of 
contraception for healthy women. The recommendations refer 
to general situations and might vary for different users and 

different situations. Specific populations that might benefit 
from more frequent follow-up visits include adolescents, those 
with certain medical conditions or characteristics, and those 
with multiple medical conditions.
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Appendix E
Management of Women with Bleeding Irregularities While Using Contraception

If bleeding persists, or if the woman requests it, medical treatment can be considered.*

Cu-IUD 
users

For unscheduled 
spotting or light 
bleeding or for heavy 
or prolonged bleeding: 
• NSAIDs  (5–7 days 
of treatment)   

LNG-IUD 
users†

Implant 
users†

For unscheduled 
spotting or light 
bleeding or heavy/
prolonged bleeding: 
• NSAIDs (5–7 days  
of treatment) 
• Hormonal treatment 
(if medically eligible) 
with COCs or 
estrogen (10–20 days
 of treatment) 

Injectable 
(DMPA) users 

For unscheduled
 spotting or light 
bleeding: 
• NSAIDs (5–7 days 
of treatment) 

For heavy or 
prolonged bleeding: 
• NSAIDs (5–7 days of 
treatment) 
• Hormonal treatment 
(if medically eligible) 
with COCs or estrogen
(10–20 days of 
treatment) 

CHC users (extended or 
continuous regimen)

Hormone-free interval
 for 3–4 consecutive days

Not recommended during 
the �rst 21 days of  
extended or continuous 
CHC use

Not recommended more 
than once per month 
because contraceptive 
e�ectiveness might be 
reduced  

If bleeding disorder persists or woman �nds it unacceptable

Counsel on alternative methods and o�er another method, if desired.

Abbreviations: CHC = combined hormonal contraceptive; COC = combined oral contraceptive; Cu-IUD = copper-containing intrauterine device; DMPA = depot 
medroxyprogesterone acetate; LNG-IUD = levonorgestrel-releasing intrauterine device; NSAIDs = nonsteroidal antiinflammatory drugs.
* If clinically warranted, evaluate for underlying condition. Treat the condition or refer for care.
† Heavy or prolonged bleeding, either unscheduled or menstrual, is uncommon.
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Appendix F
Management of the IUD when a Cu-IUD or an LNG-IUD User Is Found To Have  

Pelvic Inflammatory Disease

• Treat PID.*
• Counsel about condom use.
• IUD does not need to be removed.

Woman wants to continue IUD. Woman wants to discontinue IUD.

Clinical improvement No clinical improvement • Offer another contraceptive method.
• Offer emergency contraception.

Continue IUD.

Reassess in 24–48 hours. Remove IUD after beginning antibiotics.

• Continue antibiotics.
• Consider removal of IUD.

• Offer another contraceptive method.
• Offer emergency contraception.

Abbreviations: Cu-IUD = copper-containing IUD; IUD = intrauterine device; LNG-IUD = levonorgestrel-releasing IUD; PID = pelvic inflammatory disease.
* Treat according to CDC’s STD Treatment Guidelines (available at http://www.cdc.gov/std/treatment).

http://www.cdc.gov/std/treatment
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Iowa Maternal, Infant and Early Childhood Home Visiting (MIECHV) Program 

 
Brief Overview  
 
Health Resources Services Administration provides $7,740,642 annually to Iowa for maternal, infant and early 
childhood home visitation programs. Contractors are required to use evidence-based home visiting models and 
establish quantifiable, measurable benchmarks that demonstrate:  

 improvements in maternal and child health,  

 childhood injury prevention,  

 school readiness and achievement,  

 crime or domestic violence,  

 family economic self-sufficiency, and coordination with community resources and supports.  

 
Iowa Priorities: 

 Increase the number of families served by evidence-based home visiting programs in at-risk 
communities 

 Develop a statewide maternal, infant and early childhood home visiting data systems capabilities 

 Reduce barriers to access to health care, mental health care, substance abuse treatment and counseling, 
and dental care for low income families 

 Develop home visiting infrastructure with focus on quality and systems coordination 

 Support healthy home environments and stable family relationships to protect families from domestic 
violence and child abuse and neglect 

 
 

 

 



Iowa Maternal, Infant and Early Childhood Home Visiting (MIECHV) Program 

Statewide Infrastructure Building Activities 

 Access to Web-Based Data Collection  and Reporting  System  

 Statewide Coordinated Intake System for Family Support Services and Early Intervention 

 Exploration of creative uses of tele-health technology to enhance family support services 

 Creation of the virtual home visitor system 

 Development of a Learning Management System for family support field staff 

 Creation of endorsements/specializations for family support field staff  

 Development of a “Q” score for family support workers 

 Family Support workforce study and plan to diversify the field 

 Home Visiting Evaluation 

 Family Support Competency requirements for workers and supervisors 

 Family Support Research summit 

 

MIECHV Home Visiting Contractors 

Community Service 
Area 

Contractor Sub-Contractors Model Planned 
Capacity 

Annual 
Funding 

Appanoose/Wapello Southern Iowa Economic 
Association 

Children and Families of 
Iowa 

Healthy Families America 40 $275,000 

Black Hawk Operation Threshold Tri-County Family and Child 
Council 
Lutheran Services in Iowa 

Healthy Families America  55 $475,000 

Home-based Early Head Start 
 

35 

Buena Vista Upper Des Moines 
Opportunity 

N/A Home-based Early Head Start 
 

6 $60,000 

Cerro Gordo Lutheran Services in Iowa N/A Healthy Families America 36 $180,000 

Clinton, Muscatine, Scott Lutheran Services in Iowa Genesis Health Systems 
Clinton Visiting Nurse 
Association 

Healthy Families America 299 $1,607,252 

Nurse Family Partnership 62 

Des Moines, Lee Lee County Public Health Des Moines County Public 
Health 

Healthy Families America 50 $320,000 

Hamilton, Webster TBD TBD TBD TBD $90,000 

Jefferson Lutheran Services in Iowa N/A Healthy Families America 12 $60,000 

Marshall Mid Iowa Community 
Action 

N/A Home-based Early Head Start 9 $90,000 

Montgomery, Page, 
Pottawattamie 

Promise Partners Southwest Iowa Families 
West Central Development 
Corporation 
Visiting Nurse Association of 
Omaha 

Healthy Families America  30 $495,000 

Home-based Early Head Start 24 

Nurse Family Partnership 
 

50 

Woodbury Siouxland Human 
Investment Partnership 

Siouxland Health 
Department 
Crittenton Center 
Lutheran Services in Iowa 
Community Action Agency 
of Siouxland  

Healthy Families America  84 $555,000 

Home-based Early Head Start 
 

27 
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The purpose of the Male Training Center (MTC) for Family
Planning and Reproductive Health is to assist with improving
the delivery of family planning and sexual and reproductive
health [subsequently also called sexual and reproductive
health] services for reproductive-aged males in Title X
supported health and social service settings or other clinical
settings that serve this population. The Male Training Center
recognizes that reproductive-aged males in the U.S. have
substantial sexual and reproductive health needs [1], but
adequate integration of sexual and reproductive health care
for this population is lacking. The Male Training Center also
recognizes that the nation is lacking in recognized standards
of care for delivering sexual and reproductive clinical and
preventive services to males [2]. Although a number of
professional organizations promote the delivery of clinical
preventive services inclusive of sexual health [3-5], there is
minimal guidance by national professional organizations as
to what preventive sexual and reproductive health services to
deliver to reproductive-aged males, unlike recommendations
outlined for women [6]. 

The goal of this Recommendations for Clinical Practice
document is to describe best practice recommendations for
the organization and delivery of preventive clinical sexual
and reproductive health services for reproductive-aged males.
This document is intended for all levels of staff in clinical
settings that offer services for male clients from adolescence
through adulthood. Specifically, this document can serve as a
guide in determining what clinical preventive sexual and
reproductive health services for males should be provided or
improved and examples of how to do so. Further, these
recommendations for standards of care may be useful to a
variety of other stakeholders, including insurers, by setting
coverage standards for male clinical services as well as policy
makers and advocates.

The content of this document is being addressed at an
important time in the history of health care services.
Historically, many women in the U.S. have gained access to
reproductive health care through Medicaid waivers, State
Plan Amendments, and publicly-supported health plans for
low-income women and/or women with children. In addition
to these programs which expand health care coverage, many
adolescents and female adults have increased access to
preventive sexual and reproductive health services now that
the U.S. Department of Health and Human Services has
adopted recommendations by the Institute of Medicine’s
report, Clinical Preventive Services for Women: Closing the
Gaps, that outlines gaps in women’s preventive health care
services under the Patient Protection and Affordable Care Act
(ACA) [7]. The U.S. Supreme Court’s ruling on the ACA also
affords coverage for preventive sexual and reproductive
health care services for the first time in our nation’s history.
As health care providers and programs implement ACA, they
will need guidance to help them provide the most effective
and efficient services for individuals experiencing increased
access to care, including males.

It is thus the long-term goal of this document to improve the
practice of medicine with a particular emphasis on how
clinical practice can incorporate preventive sexual and
reproductive health care for reproductive-aged males by
meeting males’ current and emerging sexual and reproductive
health needs.

Preventive Male Sexual and Reproductive Health Care: Recommendations for Clinical Practice www.maletrainingcenter.org  | 1
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This document outlines recommendations for delivering core
clinical preventive sexual and reproductive health care
services to reproductive-aged males. This document is based
on two efforts: 1) MTC’s support of a Federal effort to develop
recommendations for providing family planning services to
men and women, which culminated in the publication of the
Providing Quality Family Planning Services (QFP):
Recommendations of CDC and the U.S. Office of Population
Affairs [8, 9]; and 2) deliberations by the MTC about other
sexual and reproductive health services males might need
outside of the family planning setting during the Men’s Health
Technical Panel that was convened by the MTC in July 2011. 

The process of developing the QFP:

• Identified Federal and national professional medical
organizations to include in the synthesis [refer to Appendix
1]. The Institute of Medicine criteria for ‘trustworthy’ clinical
practice guidelines was used to decide which professional
medical organizations to include in the review [10]. 

• Compiled and summarized current recommendations for
preventive sexual and reproductive health care services for
reproductive-aged males. For the purpose of this review,
“services” refers to the clinical preventive care components
of a client’s health history; physical exam; and laboratory
test; and counseling for behavior change. 

• Conducted systematic reviews on areas where guidance
was lacking.

The Men’s Health Technical Panel [Appendix 2] Members:

• In advance of the meeting, reviewed and provided
feedback on 

– the framework for sexual and reproductive health care
goals for reproductive-aged males and services that
included preventing sexually transmitted diseases
(STDs), human immunodeficiency virus (HIV), unintended
pregnancy, and reproductive health-related cancers;
promoting sexual health and development; promoting
healthy relationships; planning for the timing and
spacing of children; and addressing issues related to
sexual function and fertility [11]. This relied on
definitions of sexual and reproductive health by the
1994 Cairo United Nations International Conference on
Population and Development and the World Health
Organization for developing a framework for sexual

and reproductive health care for reproductive-aged
males [11, 12], secondary to the lack of any organizing
care framework.

– the Federal and national professional medical
organizations to include.

• During and after the meeting, reviewed and provided
feedback on 

– screening components of clinical care to be or not be
provided based on the compiled synthesized evidence
as well as systematic reviews on areas where guidance
was lacking. This included considering inconsistent
recommendations across Federal and professional
organizations as well as services not recommended for
care delivery because they have been shown to be
ineffective or even harmful. 

Since the field of males’ preventive sexual and reproductive
health care lacks clinical studies with males that examine
service effectiveness on the full array of sexual and
reproductive health care, expert review was also taken into
consideration to inform best practice for health professionals
working with this population until a sufficient evidence-base is
developed and appropriately reviewed. Further, since the
purpose of the MTC’s effort was on the broader content of
men’s sexual and reproductive health, and not just on family
planning, deliberations by the MTC resulted in the inclusion of
five additional services to this document (assessment for
intimate partner and sexual violence and issues with sexual
function and counseling on sexuality/relationships, issues with
sexual function, and condoms with opportunities for
demonstration and practice). 

Recommended core preventive sexual and reproductive health
care services for reproductive-aged males are summarized in
this document as follows:

• A summary of recommended services is provided on pg. 4. 

• Table 1 (pg. 5) provides a checklist of these services.

• Table 2A (pg. 8) provides a detailed summary of service
content and examples of how to provide these services. 

• Table 2B (pg. 22) provides the frequency for delivering
these services.

• Table 3 (pg. 23) provides a checklist and rationale for
services that are not recommended.

Methods
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Preventive sexual and reproductive health care services
recommended for reproductive-aged males are designed to
assist providers in organizing and promoting the delivery of
these services to reproductive-aged male patients. These core
recommended services include components of screening
questions about a client’s history; performing a physical
exam; performing screening laboratory tests; and counseling
on key sexual and reproductive health topics. When an
above service result indicates the potential presence of a
health condition, further steps should be taken to provide or
refer for treatment consistent with current professional standards
of care. For example, this includes following the established
CDC’s STD Treatment Guidelines for persons presenting with
STD symptoms or who screen positive for an STD [13].
Refer to Table 1 for a checklist of recommended services.

History Components
Preventive sexual and reproductive health history assessment
for males includes taking…

• A reproductive life plan to determine family planning or
preconception health needs or difficulty achieving
pregnancy

• A standard medical history including pregnancy and
fatherhood status

• Additional visit-specific history components related to
preconception health and basic infertility

• Comprehensive sexual health assessment (e.g., asking
about sexual practices, partners, pregnancy prevention,
protection from STDs, past STD history)

• Problems with sexual function [additional service
recommended by MTC]

• Intimate partner and sexual violence [additional service
recommended by MTC]

Taking a history also includes services that, while traditionally
may be considered more distally related to males’ sexual and
reproductive health, have overlap and involve screening for… 

• Alcohol and other drug use (e.g., alcohol and other drug
use before and during sex may lead to lack of condom use,
risk for acquiring STDs/HIV and/or unintended pregnancy
or problems with sexual function)

• Tobacco use (e.g., nicotine can impair male reproductive
function)

• Depression (e.g., certain male populations may be at
increased risk for depression including those struggling with
issues of sexual identity, experiencing stress during the
coming-out process, experiencing a relationship break-up,

or struggling with self-esteem, and certain classes of
anti-depressants may lead to problems with sexual function)

History assessment also includes…

• Vaccination history as pertaining to the past receipt of
sexual and reproductive health-related immunizations
(e.g., human papillomavirus (HPV) vaccine)

Physical Exam Components
Preventive sexual and reproductive health physical exam
services for males include…

• Height/weight for calculation of body mass index (BMI)

• Blood pressure

• Examination of external genital/perianal region for
male adolescents

Laboratory Test Components
Preventive sexual and reproductive health laboratory services
for males based on specific at-risk categories (including age
for some) include screening for…

• Chlamydia

• Gonorrhea 

• Syphilis

• HIV/AIDS

• Hepatitis C 

• Diabetes

Counseling Components
Sexual and reproductive health services for males include
counseling on…

• Condoms with demonstration/practice [additional service
recommended by MTC]

• STDs/HIV

• Pregnancy prevention including male and female methods
and emergency contraception

• Preconception health

• Sexuality/relationships [additional service recommended
by MTC]

• Sexual dysfunction [additional service recommended
by MTC]

• Infertility

Summary of Recommended Services
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Table 1 Checklist of Recommended Services
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Reproductive life plan 1 √

Standard medical history 2 √

Additional visit specific history 3 √

Sexual health assessment 4 √

Problems with sexual function √

Intimate partner & sexual violence √

Alcohol & other drug use √

Tobacco use √

Immunizations √

Depression √

Services / Components Core SRH*

History

Height, weight & BMI √

Blood pressure √

External genital/perianal exam √ 5

Physical Exam

Condoms with demonstration/practice √

STD/HIV √

Pregnancy prevention including
male & female methods & EC

√

Preconception health √

Sexuality/relationships √ 12 / √ 13

Sexual dysfunction √

Infertility √

Key SRH Counseling

KEY FOR TABLE
1 Assess for number of children fathered/want (more)

children &, if so, when?
2 Assess for medical & surgical history, medications &

allergies.
3 Assess for visit specific additional history items (e.g.,

as part of STD visit, infertility visit, preconception care
visit, etc.).

4 Assess for sexual health practices, partners (sexuality &
relationships), pregnancy prevention methods, protection
from STDs and STD history.

5 Among male adolescents also document sexual maturity
rating.

6 Screen at risk males: MSM; males in teen, correctional
facilities, high school & STD clinics; attending National
Job Training Program; in military <30 years; entering
jails <30 years; entering juvenile facilities; & high
prevalence communities.

7 Screen at risk males: MSM; persons reporting multiple
or anonymous sex partners; engaging in sex & illicit
drug use (e.g., methamphetamine).

8 Screen at risk males: MSM; persons engaging in high-
risk sexual behavior; commercial sex workers; persons
who exchange sex for drugs; adult correctional facilities;
& high prevalence communities.

9 Screen all clients aged 13-64 years & subsequently test
high risk individuals at least annually. High risk includes:
MSM; injection drug users & their sex partners; persons
who exchange sex for money or drugs; sex partners
of HIV-infected persons; & persons who themselves or
whose sex partners have had >1 sex partner since
most recent HIV test. 

10 Conduct one-time testing without prior ascertainment
of HCV risk for persons born during 1945–1965, a
population with a disproportionately high prevalence
of HCV infection and related disease.

11 Screen asymptomatic adults with sustained blood
pressure (either treated or untreated) greater than
135/80 mm Hg.

12 Among males dealing with issues of sexuality inclusive
of individual support, support for families, &/or referral
to local resources as appropriate.

13 Among male adolescents, support having healthy
relationships.

*Refer to Table 2A for guidance regarding “how to” elements

BMI: body mass index; EC: emergency contraception; HIV/AIDS: human immunodeficiency virus/acquired immune deficiency syndrome; HCV: hepatitis C virus;
MSM: men who have sex with men; SRH: sexual and reproductive health; STD: sexually transmitted disease

Chlamydia √ 6

Gonorrhea √ 7

Syphilis √ 8

HIV/AIDS √ 9

Hepatitis C √ 10

Diabetes √ 11

Laboratory Tests
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This document describes best practice recommendations for
the organization and delivery of preventive clinical sexual
and reproductive health services for reproductive-aged males
in the U.S. by using an evidence-informed approach that
takes into account both evidence and expert review. Although
expert review may be on the lower end of the evidence
ladder [14], it has merit and can be useful in the context
when high-quality evidence in the published literature is
lacking [15-17] and when its limitations are mitigated through
the use of explicit and transparent procedures. This guidance
can serve as the basis for the standard of core clinical
preventive sexual and reproductive health care delivery to
reproductive-aged males in settings that serve this population
(e.g., primary care, school-based health, justice, family
planning and STD settings), although implementation may
need to vary depending on the clinical setting and/or reason
for visit.

These services, specifically for the context of clinical care,
address a broad array of males’ sexual and reproductive
health. The scope of sexual and reproductive health care
goals recommended in this document is consistent with
broader definitions of sexual and reproductive health
promoted by the World Health Organization [12] and
includes preventing sexually transmitted diseases (STDs),
human immunodeficiency virus (HIV), unintended pregnancy,
and reproductive health-related cancers; promoting sexual
health and development; promoting healthy relationships;
planning for the timing and spacing of children; and
addressing issues related to sexual function and fertility.

The content of preventive sexual and reproductive health care
services described in this document is specific for reproductive-
aged males. While some recommendations are similar to those
for women, others are uniquely for males based on current
evidence. Further, sexual and reproductive health behaviors
and outcomes may be best approached by directly or indirectly
engaging couples. Although recommendations described in
this document focus on services for individuals, the MTC
encourages practitioners to consider their relevance to patients’
partners and the importance of partner outreach, regardless of
a partners’ gender.

The guidance described in this document highlights best
practices for delivering sexual and reproductive health care
to reproductive-aged males. Whereas the QFP had a more
focused approach to providing guidance on family planning

and preconception health, the MTC’s approach emphasized
addressing broader content on men’s sexual and reproductive
health. Further, content in this document highlights services
important for men who have sex with men (MSMs) since this
population has substantial sexual and reproductive health
needs [18] beyond HIV concerns which may also include
planning families. 

This document can serve as the foundation for establishing
national standards of preventive clinical sexual and
reproductive health care for reproductive-aged males within
a larger agenda for male health as recommended by the
Institute of Medicine’s report, Clinical Preventive Services for
Women: Closing the Gaps: “a parallel approach could be
equally useful for determining covered preventive services for
men, …, and male adolescents” (Recommendation 6.3) [7].
Future work can also extend standards of care described here
for males across the lifespan including older-aged males as
well as younger boys and their families. These standards
should ensure, as recommended for women, that all men with
reproductive capacity have the full range of contraceptive
methods available to them including sterilization procedures
(e.g., vasectomy), and related patient education and counseling. 

During its review of Federal and professional clinical
guidelines, the MTC identified substantial gaps in
recommendations on preventive clinical sexual and
reproductive health care services for reproductive-aged males.
One major contributing factor to this gap is a lack of research
conducted among males in clinical settings in the area of
males’ sexual and reproductive health. Another contributing
factor is a lack of coordinated and integrated discourse
across the fields of reproductive health care, family planning
and sexual health. The MTC hopes that this document can
help stimulate both discourse and research in these areas
which can in turn inform the evidence base and, ultimately,
clinical care for this population. This document also highlights
services that should no longer be delivered to reproductive-
aged males based on current evidence. Finally, regular
updates to these recommendations will be necessary for
content areas in which further data is still being accumulated
and thus current guidance is lacking.

Investment in training and capacity-building will be necessary
to successfully implement this guidance. Programs and staff,
including clinicians, health counselors and educators,
managers and administrative staff, and other clinic staff,

Discussion
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will need to ensure they have the requisite knowledge,
skills, and resources to effectively implement these
recommendations. Programs may want to consider alternate
staffing approaches to ensure efficient implementation. The MTC
has tools available on its website (www.maletrainingcenter.org),
including tools for billing and coding for male services,
patient educational materials, and training materials for

conducting a male patient examination. The MTC has
released a report on a national summary of clinicians’ scope
of practice pertaining to clinical services provided to males
within the context of family planning settings [19]. The MTC is
available to help provide training and technical assistance
with implementation of these recommendations, including
support for issues associated with clinicians’ scope of practice. 

Discussion
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Table 2A Detailed Summary of Recommended Service Content

Reproductive life plan Assess among all individuals capable of having a child whether they have a
reproductive life plan [20] by asking: 

• Have you ever made someone pregnant/are you currently a father?
• Do you want to have (more) children?
• How many (more) children would you like to have and when?

Standard medical history Assess for medical and surgical history, current medications and supplements, allergies,
family medical history and pregnancy and father history [20, 21].

Additional visit – Preconception health [20]
specific history • Past medical and surgical history that may impair his reproductive health (e.g.,

genetic defects, history of reproductive failures, &/or conditions that can reduce
sperm quality, such as obesity, diabetes mellitus, varicocele and STDs).

• Occupational or environmental exposures.

Basic infertility [21]
• Additional medical history including: 

– Childhood illnesses and developmental history; 
– Systemic medical illnesses (e.g., diabetes mellitus) and prior surgeries;
– Medications (prescription and non-prescription) and allergies;
– Lifestyle exposures and a review of systems;
– Family reproductive history; and 
– Review of past infections such as sexually transmitted diseases.

• Reproductive history including: 
– Coital frequency and timing; 
– Duration of infertility and prior fertility; 
– Sexual history including STDs; and 
– Gonadal toxin exposure including heat. 

History



Table 2A Detailed Summary of Recommended Service Content, cont.

Sexual health Use the 5 P’s approach to conduct a sexual health assessment [13, 22, 23]:
assessment 1. Practices: Assess for the types of sexual behavior that your patient engages in, such

as vaginal, anal, and/or oral sex.
2. Partners: Ask questions to determine the number, sex, and concurrency of your

patient’s sex partners. You may need to define the term “partner” to the patient or
use other, relevant terminology.

3. Pregnancy prevention: Discuss current and future contraceptive options with partner.
4. Protection from STDs: Ask about condom use, with whom they do or do not use

condoms, and situations that make it harder or easier to use condoms.
5. Past STD history: Ask about history of STDs, including whether their partners have

ever had an STD (The likelihood of an STD is higher with a past history of an STD).

Problems with Ask do you have any difficulty with intercourse/problems when having sex?
sexual function • Asking males about problems with sexual function is particularly important to identify

underlying cardiovascular disease among men who present with symptoms of sexual
dysfunction routinely starting at age 25. Specific questions include if the male is
experiencing sexual dysfunction such as inability to obtain and maintain an adequate
erection for satisfactory sexual activity (impotence, erectile dysfunction [ED]),
premature or delayed ejaculation, loss of libido, painful intercourse, and also
priapism, a prolonged painful erection not associated with sexual desire [24-26].

Intimate partner & Assess for history of abuse including intimate partner and sexual violence [4, 27].
sexual violence Given that abuse may be bidirectional within the context of relationships [28],

assessing for both experience and perpetration may be warranted along with a history
of childhood/family violence exposure. Note: providers must comply with state
mandatory reporting guidelines regarding abuse, rape and incest [29].

• An example evidence-based approach for assessment includes:
HITS... (Hurt, Insult, Threaten, Scream) [30]
How often does your partner:

H Physically HURT you?
I INSULT or talk down to you?
T THREATEN you with harm?
S SCREAM or curse at you?

Score each item using 1 to 5 on a Likert scale as follows:
never (1); rarely (2); sometimes (3); fairly often (4); frequently (5).
Scores for this inventory range from 4 to 20.
A score of greater than 10 is considered positive for partner violence.

Provide counseling and referral as appropriate.

History
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Alcohol & other drug use Assess for alcohol misuse in adults and adolescents and for other drug use [4, 31-36]. 

• Example evidence-based approaches for assessment include:
A. Among Adolescents through age 21 – CRAFFT [37]: 

During the past 12 months, did you:
1. Drink any alcohol (more than a few sips)? (Do not count sips of alcohol

taken during family or religious events.)
2. Smoke any marijuana or hashish?
3. Use anything else to get high? (“Anything else” includes illegal drugs, over

the counter and prescription drugs, and things that you sniff or “huff.”)

If patient answered “no” to all of the above 3 questions, ask only CAR question below.

If patient answered “yes” to any of the above 3 questions, ask all questions below.

C Have you ever ridden in a CAR driven by someone (including yourself)
who was “high” or had been using alcohol or drugs?

R Do you ever use alcohol or drugs to RELAX, feel better about yourself, or fit in?
A Do you ever use alcohol/drugs while you are by yourself, ALONE?
F Do you ever FORGET things you did while using alcohol or drugs?
F Do your family or FRIENDS ever tell you that you should cut down on your

drinking or drug use?
T Have you gotten into TROUBLE while you were using alcohol or drugs?

Probability of abuse/dependence increases with increasing yes answers to
above questions.

B. Alcohol screening and brief intervention for youth. A practitioner’s guide [38]:

STEP 1: ASK THE TWO SCREENING QUESTIONS

For Middle School (ages 11–14):

Friends: Any drinking? “Do you have any friends who drank beer, wine, or
any drink containing alcohol in the past year?” ANY drinking by friends
heightens concern. 

Patient: How many days? “How about you—in the past year, on how many
days have you had more than a few sips of beer, wine, or any drink
containing alcohol?” Classify ANY drinking: Moderate or Highest Risk.

For High School (ages 14–18) 

Patient: How many days? “In the past year, on how many days have you had
more than a few sips of beer, wine, or any drink containing alcohol?” Classify
Lower, Moderate, or Highest Risk. 

Friends: How much? “If your friends drink, how many drinks do they usually drink
on an occasion?” Binge drinking by friends heightens concern. (3 to 5+ drinks)

Counseling guidance is provided based on assessment per above (refer to
original source for specifics).

History
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Table 2A Detailed Summary of Recommended Service Content, cont.

Alcohol & other drug use STEP 2: GUIDE PATIENT For patients who DO NOT drink...
– continued STEP 2: ASSESS RISK For patients who DO drink...

STEP 3: ADVISE AND ASSIST For patients who DO drink...

STEP 4: AT FOLLOWUP, CONTINUE SUPPORT For patients who DID drink...

C. Among Adults - CAGE: 

C Have you ever felt you needed to CUT down on your drinking?

A Have people ANNOYED you by criticizing your drinking?

G Have you ever felt GUILTY about drinking?

E Have you ever felt you needed a drink first thing in the morning
(EYE-OPENER) to steady your nerves or to get rid of a hangover?

Two “yes” responses indicate that the possibility of alcoholism should be
investigated further. 

Offer behavioral counseling interventions to reduce alcohol misuse in adults and
adolescents and for other drug use.

History
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Table 2A Detailed Summary of Recommended Service Content, cont.

Tobacco use Assess all adults and adolescents about smoking and use of other tobacco products
[4, 35, 39-44]. 

• Example assessment approaches include:
A. The Hooked on Nicotine Checklist (HONC) [45]

1. Have you ever tried to quit, but couldn’t?
2. Do you smoke now because it is really hard to quit?
3. Have you ever felt like you were addicted to tobacco?
4. Do you ever have strong cravings to smoke?
5. Have you ever felt like you really needed a cigarette?
6. Is it hard to keep from smoking in places where you are not supposed to,

like school? When you tried to stop smoking…(or, when you haven’t used
tobacco for a while…)

7. Did you find it hard to concentrate because you couldn’t smoke?
8. Did you feel more irritable because you couldn’t smoke?
9. Did you feel a strong need or urge to smoke?

10. Did you feel nervous, restless, or anxious because you couldn’t smoke?
A positive response to any question signals a loss of autonomy and the onset of
dependence.

B. The “5 A’s” approach
Developed by the National Cancer Institute (NCI), this approach can be used by
health care providers when caring for persons with nicotine dependence [46]. This
counseling technique requires less than 3 minutes and includes a mnemonic of the
following “5 A’s”:

1. ASK: “Do you smoke cigarettes or use tobacco?”
2. ADVISE: “Quitting smoking/tobacco use is the most important thing you

can do to protect your health now & in the future. The clinic staff & I will
help you.”

3. ASSESS: “Are you willing to make a quit attempt in the next 30 days?”
4. ASSIST: 1 - Help develop a quit plan including setting a quit date in the

next 2 weeks, telling friends and family of intent to quit & request support,
anticipate challenges to quit, & remove nicotine products from environment;
2 - Give key advice including total abstinence, reviewing past quit
experiences in any & factors that hindered past quit attempts, & limit or
abstain from alcohol; & 3 - Consider use of nicotine replacement therapy or
refer to someone who can.

5. ARRANGE: Refer to intensive services (help lines, websites, treatment
programs and follow-up to review progress.

Data from randomized control studies conducted in 1989 among adult patients
utilizing this technique demonstrated 5 to 15 percent abstinence from smoking at
one year. An even shorter version of this, a “2A and an R” model — Ask, Advise
and Refer — has been promoted as the minimal acceptable intervention.

Provide or refer those who use tobacco products to evidence-based tobacco
cessation interventions including referral to quitlines: 

• You Can Quit Smoking Now — www.smokefree.gov
• www.teenquit.com/QuitLines/index.asp
• HHS National Quitline Number (1-800-QUITNOW)

History
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Table 2A Detailed Summary of Recommended Service Content, cont.

Immunizations Assess and offer all clients (as needed) [4, 13, 47, 48]:

• Human papillomavirus (HPV) vaccination for males aged 11-26 (minimum age 9)
[recommendations include starting at age 11-12 year olds and catch up vaccine
among males ages 13-21 who have not been vaccinated previously or have not
completed the 3-dose series through age 21; males aged 22-26 years may be
vaccinated (permissive recommendation for this age group). Routine vaccination is
recommended among at risk males, including MSM and immune-compromised
males, through age 26 years [49, 50].

• Hepatitis B vaccination (HBV) among persons aged <19 years and for all adults who
are at risk (as defined by at risk for infection by sexual exposure including MSM;
injection-drug users; household contacts of persons with chronic HBV infection;
developmentally disabled persons in long-term care facilities; persons at risk for
occupational exposure to HBV; hemodialysis patients; persons with chronic liver
disease; travelers to HBV-endemic regions; and HIV-positive persons) or who request
vaccination. 

o Anti-HBV testing may be considered among adult men at high risk (e.g.,
intravenous drug user & MSM) in context of vaccination, but not among
adolescents who are asymptomatic for HBV [51]. However, young MSM
might require more thorough evaluation.

• Hepatitis A (HAV) among persons at risk as defined by MSM; users of injection and
non-injection drugs; persons who have occupational risk for infection; persons with
clotting-factor disorders; vaccination of persons with chronic liver disease; Hepatitis A
vaccination during outbreaks; and persons traveling to or working in countries that
have high or intermediate endemicity of infection.

History
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Table 2A Detailed Summary of Recommended Service Content, cont.

Depression Assess adolescents and adults for depression when staff-assisted depression care
supports are in place to assure accurate diagnosis, effective treatment and follow up
[4, 52-55]. 

• Staff assisted care supports are defined as clinical staff that assist the primary care
clinician by providing some direct depression care, such as care support or
coordination, case management or mental health treatment. For example, the
minimal effective staff supports consisted of a screening nurse who advised primary
care clinicians of a positive screen and provided a protocol facilitating referral to
behavioral therapy.

Assess for risk of suicide among persons reporting symptoms of depression and other
risk factors (mania or hypomania, or mixed states especially when complicated by
comorbid substance abuse, irritability, agitation, or psychosis; previous suicide
attempts; family history of suicide; friends who have committed suicide; access to a
gun; history of mood/conduct or psychotic disorders; impulsive behaviors or attention
deficit/hyperactivity disorder; concerns about sexual identity; history of physical/sexual
abuse) [4, 55-58]. 

• Example screening approaches include:
A. Screening for depression in primary care with two verbally asked questions [59]

1.  During the past month have you often been bothered by feeling down,
depressed, or hopeless? and, 

2. During the past month have you often been bothered by little interest or
pleasure in doing things?

B. Things to watch for when assessing potential risk (P.L.A.I.D. P.A.L.S.) [60]:
Plan – Do they have one?
Lethality – Is it lethal? Can they die?
Availability – Do they have the means to carry it out?
Illness – Do they have a mental or physical illness?
Depression – Chronic or specific incident(s)?
Previous attempts – How many? How recent?
Alone – Are they alone? Do they have a support system? Partner?

Are they alone right now?
Loss – Have they suffered a loss? Death, job, relationship,

self esteem?
Substance abuse
(or use) – Drugs, alcohol, medicine? Current, chronic?

History
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Table 2A Detailed Summary of Recommended Service Content, cont.

Height, weight and BMI Assess all adolescent and adult clients for obesity including measurement of weight,
height, and calculation of body mass index (BMI) [4, 61-66].

Obese persons should be offered or referred to intensive counseling and
multicomponent behavioral interventions [4, 61, 62, 66].

Blood pressure Measure blood pressure among adults every 2 years if normal (blood pressure
<120/80) and every year if the client has pre-hypertension (blood pressure 120-139/
80-89) and in adolescents measure blood pressure annually [4, 20, 67-69].

External genital/ Perform external genital/perianal exam to document normal growth and development
perianal exam and other common genital findings, including hydrocele, varicocele, and signs of STDs

[4, 70, 71]. Components of this exam include inspecting skin and hair, palpating
inguinal nodes, scrotal contents and penis, and inspecting perinanal region (as
indicated, e.g., history of receptive anal sex). 

Perform a genital exam as part of the evaluation for male infertility [21] including
• Examination of the penis; including the location of the urethral meatus; 
• Palpation of the testes and measurement of their size; 
• Presence and consistency of both the vas deferens and epididymis; 
• Presence of a varicocele; 
• Secondary sex characteristics including body habitus, hair distribution and breast

development; and 
• Digital rectal exam in all men 18 and older if there are signs and symptoms of

prostatitis (dysuria, pelvic pain, hematospermia) or ejaculate volume is lower
than 1.5 mL. 

The diagnosis of congenital bilateral absence of the vasa deferentia (CBAVD) is
established by physical examination (scrotal exploration is not needed to make
this diagnosis).

Physical Exam

Chlamydia Screen at risk male adolescents and adults under age 25 years for Chlamydia (urine-
based nucleic-acid amplification tests (NAATs) is the preferred approach). At risk
includes MSM, and specific settings in which to screen males, e.g., adolescent clinics,
correctional facilities, STD clinics and high prevalence communities [4, 13, 72-74]. 
• Additional guidance recommends screening men who are attending National Job

Training Program, in military <30 years of age with any lifetime sexual experience,
entering jails <30 years of age, entering juvenile facilities, in communities with high
Chlamydia prevalence (programs here should consider screening men <25 years of
age in emergency departments, attending high school clinics, and attending
adolescent clinics) [73]. 

• Males with Chlamydia infection should be re-screened for reinfection at 3 months.
• Screening includes for urethral infection with C. trachomatis in men who have

had insertive anal intercourse during the preceding year and rectal infection with
C. trachomatis in men who have had receptive anal intercourse during the preceding
year (NAAT of a rectal swab is the preferred approach).

• Screening for C. trachomatis pharyngeal infection is not recommended.

Laboratory Tests
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Gonorrhea Screen at risk male adolescents and adults for gonorrhea (urine-based nucleic-acid
amplification tests (NAATs) is the preferred approach) [4, 13, 74, 75]. At risk
populations include MSM. 
• Males with gonorrhea infection should be re-screened for reinfection at 3 months.
• More frequent STD screening (i.e., at 3–6-month intervals) is indicated for MSM who

have multiple or anonymous partners. 
• MSM who have sex in conjunction with illicit drug use (particularly methamphetamine

use) or whose sex partners participate in these activities should be screened more
frequently. 

• The following screening tests need to be performed at least annually for sexually
active MSM: screen for urethral infection with N. gonorrhoeae in men who have had
insertive intercourse and screen for rectal infection with N. gonorrhoeae in men who
have had receptive anal intercourse (NAAT of a rectal swab is the preferred
approach); and screen for pharyngeal infection with N. gonorrhoeae in men who
have had receptive oral intercourse (NAAT is the preferred approach) during the
preceding year, respectively.

Syphilis Screen persons at increased risk for syphilis infection. Populations at increased risk
include MSM and men who engage in high-risk sexual behavior such as commercial
sex workers, persons who exchange sex for drugs, those in adult correctional facilities,
and those in high prevalence communities [4, 13, 76].
• Young MSM might require more frequent STD screening based on risky behaviors

(i.e., at 3–6-month intervals) as is indicated for MSM who have multiple or
anonymous partners. 

• MSM who have sex in conjunction with illicit drug use (particularly methamphetamine
use) or whose sex partners participate in these activities may need to be screened
more frequently.

HIV/AIDS Screen for HIV infection all clients aged 13-64 years and all persons at high risk for
HIV should be re-screened at least annually [4, 13, 77-81]. Persons likely to be at high
risk include MSM; injection drug users and their sex partners; persons who exchange
sex for money or drugs; sex partners of HIV-infected persons; and MSM or heterosexual
persons who themselves or whose sex partners have had more than one sex partner
since their most recent HIV test. 
• CDC recommends that screening be provided after the patient is notified that testing

will be performed as part of general medical consent unless the patient declines
(opt-out screening).

Laboratory Tests
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Condoms with Offer male patients to view and practice condom demonstration [4, 13, 85].
demonstration/practice • For example, condom demonstration and practice should include steps for putting on

(and removing) a condom including 1) pinching the tip of the condom, 2) rolling the
condom down to base while leaving the tip pinched, 3) after ejaculation occurs,
holding the condom at its base before withdrawing, 4) holding the condom at its tip
and base and removing it from the penis, and 5) throwing it away. [86]

• Other teachable points include 1) checking the expiration date, 2) checking the
package for air bubbles, 3) not opening the package with teeth or a sharp object, 4)
using only water-based lubricants with latex condoms, and 5) not using spermicides
(e.g., nonoxynol-9) since they can break down latex and increase susceptibility to
STDs including HIV.

• Other points for discussion for optimal use include partners 1) discussing
contraception methods in advance including who will purchase condoms; 2) latex
allergies; 3) the type of condom used (ie, latex, polyurethane, lambskin) and condom
characteristics (e.g., size, ribbed, lubricated, contain spermicides, etc.) and 4) try
different condoms to find the one that fits and feels the best; condoms are available
in different sizes and varying thickness.

STD/HIV Provide high intensity behavioral counseling about STD prevention for all sexually
active male adolescents and adult men at increased risk on an annual basis [23].

• For example, this consists of two separate 20-minute clinical sessions 1 week apart.
During the first session, a patient is assessed for personal risk, barriers to risk
reduction, and a small risk-reduction step within 1 week is identified. During the
second session, the prior week’s behavioral change successes and barriers are
reviewed, support for changes made is provided, barriers and facilitators to change
is identified, and a long-term plan for risk-reduction is developed.

Provide access to HIV pre-exposure prophylaxis (PREP) and post-exposure prophylaxis
(PEP) as appropriate [87, 88].

Key Sexual and Reproductive Health Counseling

Hepatitis C Screen for hepatitis C virus (HCV) infection and HCV-related chronic disease by
conducting one-time testing without prior ascertainment of HCV risk for persons born
during 1945–1965, a population with a disproportionately high prevalence of HCV
infection and related disease [82, 83]. 

Anti-HCV testing is recommended for routine screening of persons at risk for infection or
based on a recognized exposure (e.g., MSM, injecting drug user, high risk sexual
behavior). Among MSM and intravenous drug users, screening among past or current
drug users should include HCV testing [13].

Persons identified as having HCV infection should receive a brief screening for alcohol
use and intervention as clinically indicated, followed by referral to appropriate care for
HCV infection and related conditions. 

Diabetes Screen for diabetes among asymptomatic adults with sustained blood pressure (either
treated or untreated) greater than 135/80 mm Hg [20, 84].

Laboratory Tests
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Pregnancy prevention Counsel male patients about male methods (e.g., vasectomy, condoms, withdrawal) &
including male & female female hormonal contraception methods (e.g., long-acting reversible methods,
methods & EC combination methods and emergency contraception (EC)) and provide EC in advance

as allowed by state law [4, 13, 89, 90].
• Work with the client to establish a patient-centered plan for using the contraceptive 

method(s) of choice including addressing the “4 Cs” (choice, correct use, consistent
use, continued use and switching) and effectiveness; understanding side effects;
involvement of partner in plan and plan for follow-up.

• Promote dual protection for a client who is at risk for contracting an STD
(i.e., effective method to prevent pregnancy plus a condom to prevent infection).

Preconception health Provide support to address males’ sexual and reproductive health in their own right
that may also otherwise impact future reproductive capacity, to improve health
outcomes for males’ partners including direct benefits (e.g., decreased infection
transmission between partners) and indirect benefits (e.g., shared health practices
promoted by the male partner), as critical partners in family planning and to ensure
all pregnancies are planned and wanted, and to improve males’ capacity for
parenting and fathering as well as improved outcomes for their children [20]. 

Sexuality & relationships Sexuality: Provide support to males who may be dealing with issues of sexuality that
can affect their psychosocial and physical health via individual support, support for
families, and/or referral to local resources as appropriate [4, 13].

• An example sexuality assessment tool:
A. Adapted from Helping families with lesbian, gay, bisexual and transgender

children [91]:
• Have you ever been hit, slapped or physically hurt because of your LGBT identity?
• Have you ever experienced verbal harassment or name-calling because of

your LGBT identity?
• Have you ever been excluded from family events and family activities

because of your LGBT identity?
• Have you ever been blocked access to LGBT friends, events, and resources?
• Have you ever been blamed when you have been discriminated against

because of your LGBT identity?
• Have you ever been pressured to be more (or less) masculine or feminine?
• Have you ever been told that God will punish you because you are gay?
• Have you ever been told your family is ashamed of you or that how you look

or act will shame the family?
• Have you ever been told to keep you LGBT identity a secret in the family and

not letting you talk about your identity with others?

Relationships: Provide support to adolescents in how to have healthy relationships [4]. 

• Example assessment approaches include:
A. From Building Healthy Teen Relationships [92]:

Friend, girlfriend, or boyfriend – all deserve healthy relationships.

Key Sexual and Reproductive Health Counseling
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Sexuality & relationships – Respect. Are you accepted for who you are? No one should pressure you into
continued doing things you are not comfortable with such as drinking, drugs, or unwanted

physical contact.
Safety. Do you feel emotionally and physically safe? You should feel comfortable
being you without fear of being put down. Being hurt or feeling pressured is
definitely not safe!
Support. Do your friends care for you and want what is best for you? Your friends
should understand if you can’t hang out because you have to study or if you have
plans with other friends.
Individuality. Do you pretend to like something you don’t or be someone you
aren’t? Be yourself; after all, being an individual is what makes you, you!
Equality. Do you have an equal say in relationships and but equal effort into the
relationship? From the activities you do together to the friends you hang out with,
you should have equal say in the choices made in relationships.
Acceptance. Do your friends or girlfriend or boyfriend accept you for who you
really are? You shouldn’t have to change who you are, or compromise your
beliefs to make someone like you.
Honesty and Trust. Are you always honest? Honesty builds trust. You can’t have a
healthy relationship without trust! If you have ever caught your friend or boyfriend
or girlfriend in a huge lie, you know that it takes time to rebuild trust.
Communication. Do you talk face to face (nt jst txt!) about your feelings? Listen to
one another and hear each other out. Text or Facebook messages should be
respectful, not mean or inappropriate.

Signs of Unhealthy Relationships
• Texts you all the time to find out where you are, who you’re with, or what

you’re doing.
• Has to be with you all the time.
• Doesn’t listen to your opinion.
• Makes all the decisions in the relationship.
• Makes fun of you or puts you down when you are alone or with friends.
• Does things to upset you or make you cry.
• Wants you to change who you are.
• Asks you to give up activities you enjoy.
• Won’t let you hang with your friends.
• Pressures you to do things you are not comfortable with.
• Makes you feel guilty, “gets back at you” or punishes you for things you do

for yourself.
• Threatens to hurt you or him/herself as a way to control you.

B. From Stanford University Family Abuse Prevention Council [93]:
A healthy relationship is based on caring and respect. Both partners: 

• Communicate openly.
• Trust each other.
• Share decisions.
• Compromise when there is disagreement.
• Take responsibility for their own actions.

Key Sexual and Reproductive Health Counseling
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Sexuality & relationships – Warning signs of an unhealthy relationship include:
continued • Jealousy, accusing you of things you didn’t do.

• Making all of the decisions about what to do and where to go.
• Not letting you hang out with your friends.
• Putting you down in front of other people.
• Telling you what to wear or how to act.
• Texting and checking up on you all of the time.
• Blaming you for problems, guilt trip.
• Hitting or hurting.
• Threatening you if you try to leave.
• Forcing sex, refusing to practice safe sex.

Sexual dysfunction Provide support based on etiology of sexual problem. Note that sexual dysfunction in
men represents a group of common medical conditions that need to be managed from
a multidisciplinary perspective. For specific evaluation, treatment guidelines, and
algorithms developed for every sexual dysfunction in men, including erectile
dysfunction; disorders of libido, orgasm, and ejaculation; Peyronie’s disease; and
priapism, refer to the following resources [94, 95]:
• Montorsi F, Adaikan G, Becher E, et al. Summary of the recommendations on sexual

dysfunctions in men. J Sex Med 2010 Nov;7(11):3572-3588.
• Montorsi F, Basson R, Adaikan G, et al., eds. Sexual medicine: Sexual dysfunctions

in men and women. Paris, France: Editions 21; Co-Sponsored by International
Consultation on Urological Diseases (ICUD) and International Society for Sexual
Medicine (ISSM); http://www.icud.info, 2010.

Note also that erectile dysfunction (ED) can be seen as an early sign of systemic
cardiovascular disease and that this can offer an opportunity for prevention,
particularly in high-risk and underserved minority populations [24, 25].
• According to the Minority Health Institute (MHI) algorithm, all men 25 years old and

older regardless of sexual dysfunction complaints should be asked about ED & the
presence of ED should prompt an aggressive assessment for cardiovascular risk and
occult systemic vascular disease [24].

• According to the consensus study from the Second Princeton Consensus Conference,
its algorithm for evaluation emphasizes the importance of risk factor evaluation and
management for all patients with ED based on risk stratification for cardiovascular
disease (low, intermediate (including those requiring further evaluation), and high
risk) and that increasing evidence supports the role of lifestyle intervention in ED,
specifically weight loss & increased physical activity, particularly in patients with ED
& concomitant cardiovascular disease [25]. 

Key Sexual and Reproductive Health Counseling
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Infertility Provide basic infertility services, which include the initial infertility history and physical
exam (as described above), and appropriate education and referrals as needed, in
accordance with professional recommendations, in male partners of an infertile couple
if pregnancy has not occurred within one year of regular unprotected intercourse [21]. 
• An early evaluation may be warranted if a known male or female infertility risk factor

exists or if a man questions his fertility potential as outlined here:
– A couple attempting to conceive should have an evaluation for infertility if

pregnancy fails to occur within one year of regular unprotected intercourse. 
– An evaluation should be done before one year if 

1. Male infertility risk factors such as a history of bilateral cryptorchidism are
known to be present; 

2. Female infertility risk factors, including advanced female age (over 35
years), are suspected; or 

3. The couple questions the male partner’s fertility potential. 
– Men who question their fertility status despite the absence of a current partner

should have an evaluation of their fertility potential. 
• Counseling and referral provided during the clinical visit should be driven by

information elicited from the client during the initial infertility history and physical
exam (as described above). 

• Referral may be needed for further evaluation, including semen analysis (2 specimens),
endocrine evaluation for testosterone and Follicle Stimulation Hormone (FSH) levels,
or post-ejaculate urinalysis (when the ejaculate volume is less than 1mL).

• For patients who fall under the definition above, but are concerned about infertility,
if there is no apparent cause, providers should provide education about how to
maximize fertility.

Key Sexual and Reproductive Health Counseling
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Table 2B Frequency for Delivering Recommended Services

History Every encounter* • Reproductive life plan
• Reason for visit
• Standard medical history
• Sexual health assessment
• Sexual dysfunction
• Partner violence
• Tobacco, alcohol, drug use

History At least annually • Immunizations
• Depression

Physical exam At least annually • Height, weight, BMI calculation
• Blood pressure
• Genital exam (among male adolescents)

Laboratory tests At least annually • If at risk, STD testing should be considered:
– Chlamydia
– Gonorrhea
– Syphilis
– HIV/AIDS
– Hepatitis C

• If at risk, diabetes testing should be considered

Counseling Periodicity based on need • Demonstrate condom/practice
• STD/HIV counseling
• Pregnancy prevention including male & female

methods & EC
• Preconception health
• Sexuality/relationships
• Sexual dysfunction 
• Infertility

*May be an opportunity to offer these services using clinical judgment
BMI: body mass index; EC: Emergency Contraception; HIV/AIDS: human immunodeficiency virus/acquired immune deficiency syndrome; SRH: sexual and
reproductive health; STD: sexually transmitted disease

Service To Be Done Accomplishes This Recommended Practice
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Teaching testicular Not recommended to routinely counsel about testicular self exam for cancer for male 
self-exam (TSE) adolescents and adults and may cause harm. There is also no evidence that teaching

young men how to examine themselves for testicular cancer would improve health
outcomes, even among men at high risk, including men with a history of undescended
testes or testicular atrophy [96, 97].

Summary of services where evidence supports recommendations AGAINST delivery for males

History

Testicular cancer screen Not recommended to routinely examine testicles for testicular cancer for asymptomatic
male adolescents and adults and may cause harm. However, clinicians should be
aware that patients who present with symptoms of testicular cancer are frequently
misdiagnosed as having other genital complaints, such as epididymitis, testicular
trauma, hydrocele or other benign disorders [96, 97]. Refer to physical examination
for recommendations about male genital exam.

Physical exam

Gonorrhea Not recommended to routinely screen for gonorrhea infection in men and who are at
low risk for infection [75].

Hepatitis B Not recommended to routinely screen the general asymptomatic population for chronic
hepatitis B virus infection [51].

Hepatitis C Not recommended to routinely screen for hepatitis C virus (HCV) in asymptomatic
adults who are not born during 1945–1965 and not at increased risk [83].

Herpes Simplex Not recommended for routine serological screening for herpes simplex virus in
asymptomatic adolescents and adults [98]. 

Young MSM might require more thorough evaluation. Type-specific herpes simplex virus
serologic assays might be useful in the following scenarios: 1) recurrent genital
symptoms or atypical symptoms with negative herpes simplex virus cultures; 2) a
clinical diagnosis of genital herpes without laboratory confirmation; or 3) a partner
with genital herpes. herpes simplex virus serologic testing should be considered for
persons presenting for an STD evaluation (especially for those persons with multiple sex
partners), persons with HIV [13]. 

Syphilis Not recommended to routinely screen asymptomatic persons who are not at increased
risk for syphilis infection [76]. 

PSA for Prostate Cancer Not recommended to use prostate-specific antigen (PSA)-based screening for prostate
cancer by the U.S. Preventive Services Task Force [99]. Other organizations make
different recommendations [100-104]: 
• American Urological Association: Recommends using both a prostate-specific antigen

(PSA) test and a digital rectal exam routine detection to men aged 40 and older who
have a life expectancy of at least 10 years. 

• American Cancer Society: Recommends starting at age 50 for men at average risk,
at age 45 among men at high risk (e.g., African Americans and men who have a
first-degree relative (father, brother, or son) diagnosed with prostate cancer at an
early age (younger than age 65)) and age 40 among men at higher risk (e.g., those
with several first-degree relatives who had prostate cancer at an early age). ➤

Laboratory tests



Table 3 Checklist and Rationale for Services Not Recommended, cont.

24  | www.maletrainingcenter.org Preventive Male Sexual and Reproductive Health Care: Recommendations for Clinical Practice

PSA for Prostate Cancer – • American College of Preventive Medicine: Recommends against routine population
continued screening with digital rectal exams and prostate-specific antigen. Men age 50 or

older with a life expectancy of greater than 10 years should be given information
about the potential benefits and harms of screening and allowed to make their own
choice about screening, in consultation with their physician.

Laboratory tests

Hernia No evidence to support routine screening for hernia unless clinically indicated. Evidence
does not exist that reviews the harms and benefits to routinely screen for hernia.

Services that are no longer recommended by organizations for males 

Physical exam

Trichomonas Evidence is still being accumulated to determine routine screening for trichomonas for
males. Organizations do not review and thus make any recommendations for routine
trichomonas screening among males.

Human papillomavirus Evidence is still being accumulated to determine routine screening for human
papillomavirus for males. Organizations do not review and thus make any
recommendations for routine human papillomavirus screening among males.

Anal cytology Evidence is still being accumulated to determine routinely perform anal cytology
(Pap smear) for males. Although there may be a role of anal cytology among men who
have had receptive anal intercourse; the evidence described as limited. HIV-infected
MSM also have increased incidence of anal cancer. Screening for anal cytologic
abnormalities among this population can be considered; however, evidence is limited
concerning the natural history of anal intraepithelial neoplasias, the reliability of
screening methods, the safety and response to treatments, and the programmatic
support needed for such a screening activity [13] [106].

Laboratory tests

Urinalysis Not recommended for routine screening urinalysis of male clients. Despite an
appearance of “lack of guidance” in recommendations for screening for urinalysis in
men, all organizations agree that males do not require routine screening for urinalysis
which represents an update from older recommendations that did recommend routine
screening for a variety of reasons: leukocyte esterase test, kidney function [e.g.,
protein, red blood cells]) [105].

Hemoglobin/hematocrit Not recommended for routine screening blood count (hemoglobin/hematocrit) of male
clients. Despite an appearance of “lack of guidance” in recommendations for
hemoglobin/hematocrit screening for men, all organizations agree that males do not
require routine screening for hemoglobin/hematocrit which represents an update from
older recommendations that did recommend routine screening.

Laboratory tests

Services for which evidence is still being accumulated for males 
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American Academy of Child and Adolescent Psychiatry (AACAP) www.aacap.org

American Academy of Family Physicians (AAFP) www.aafp.org

American Academy of Nurse Practitioners (AANP) www.aanp.org

American Academy of Pediatrics (AAP) www.aap.org; brightfutures.aap.org

American Cancer Society (ACS) www.cancer.org

American College of Physicians/
American Society of Internal Medicine (ACP) www.acponline.org

American College of Preventive Medicine (ACPM) www.acpm.org

American Diabetes Association (ADA) www.diabetes.org; professional.diabetes.org 

American Heart Association (AHA) www.heart.org

American Medical Association (AMA) www.ama-assn.org

American Society for Reproductive Medicine (ASRM) www.asrm.org

American Urological Association (AUA) www.auanet.org

Centers for Disease Control and Prevention (CDC)

• HIV/AIDS www.cdc.gov/mmwr/preview/mmwrhtml/rr5514a1.htm

• Immunization www.cdc.gov/vaccines/acip/index.html

• STD treatment www.cdc.gov/std/dstdp; www.cdc.gov/std/
treatment/2010/STD-Treatment-2010-RR5912.pdf

• Select Panel on Preconception Care www.cdc.gov/mmwr/preview/mmwrhtml/rr5506a1.htm

Family Violence Prevention Fund – Futures Without Violence (FVPF) www.futureswithoutviolence.org/section/aboutus

National Association of Pediatric Nurse Practitioners (NAPNAP) www.napnap.org 

National Heart, Lung, and Blood Institute (NHLBI) www.nhlbi.nih.gov

Society for Adolescent Health and Medicine (SAHM) www.adolescenthealth.org

U.S. Public Health Service (USPHS) www.usphs.gov

U.S. Preventive Services Task Force (USPSTF) www.uspreventiveservicestaskforce.org

Appendix 1 Professional Organizations Included in the Final Review

www.aap.org
brightfutures.aap.org
www.diabetes.org
professional.diabetes.org
www.cdc.gov/std/dstdp
www.cdc.gov/std/treatment/2010/STD-Treatment-2010-RR5912.pdf
www.cdc.gov/std/treatment/2010/STD-Treatment-2010-RR5912.pdf
http://www.futureswithoutviolence.org/about-us/our-mission/
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Appendix 2 Male Training Center’s Staff, Technical Panel, Advisory Committee
& Other Contributors for Feedback on Men’s Clinical Services

AccessMatters (formerly Family Planning Council)
Robert McKenna, MS, MCHES, PhD, Director/MTC Co-Principle Investigator 
Daryn Eikner, MS, Director of Service Improvement 
Shelley Miller, MA, Deputy Director of Training & Performance Improvement

The Johns Hopkins University 
Anne Rompalo, MD, ScM, Medical Director/Co-Principle Investigator
Arik V. Marcell, MD, MPH, Associate Medical Director/Co-Principle Investigator 
M. Terry Hogan, MPH, Program Administrator 

Male Training Center

David Bell, MD, MPH, Assistant Professor, Columbia University
Willard Cates, MD, MPH, President of Research, Family Health International and Professor University of North Carolina,

Chapel Hill
Linda Creegan, MS, FNP, Clinical Training Coordinator, California STD/HIV Prevention Training Center
Dennis Fortenberry, MD, MS, Associate Professor, Indiana University School of Medicine
Robert Garofalo, MD, MPH, Associate Professor, Children’s Memorial Hospital, Northwestern University
Wendy Grube, PhD, CRNP, Practice Assistant Professor, University of Pennsylvania School of Nursing
Robert L. Johnson, MD, FAAP, Professor and Dean, New Jersey Medical School
Arik V. Marcell, MD, MPH, FAAP, Associate Professor, Johns Hopkins School of Medicine*
Demetrius Porche, DNS, APRN, PhD, FAANP, Dean, Louisiana State University Health Sciences Center School of Nursing
Anne Rompalo, MD, ScM, Associate Professor, Johns Hopkins School of Medicine
Jacki Witt, JD, MSN, RNC, WHNP, CNM, Project Director, Clinical Training Center for Family Planning,

University of Missouri, Kansas City
Thomas Walsh, MD, Assistant Professor of Urology, University of Washington Medical Center
Sandra Wolf, MD, Associate Professor, Drexel University School of Medicine *Chair

Men’s Health Technical Panel

Alfonso Carlon, Project Director, Cardea Services
Clare Coleman, President & CEO, National Family Planning and Reproductive Health Association
Dana Cropper Williams, MPA, MHR, Training Director, National Coalition of STD Directors 
Nancy Keohane, RNC MSN OGNP, Virginia Department of Health, Family Planning Program Manager,

State Family Planning Administrators
Patricia Paluzzi, CNM, DrPH, President, CEO, Healthy Teen Network 
Demetrius Porche, DNS, APRN, PhD, FAANP, Dean, Louisiana State University Health Sciences Center School of Nursing
Sandy Rice, MEd, Vice President/Project Director, Cardea Services
Adam Sonfield, MPP, Senior Public Policy Associate, Guttmacher Institute
Erik Vecere, Vice President of National Programming, National Fatherhood Initiative
Gayla Winston, MPH, President, Family Planning Councils of America, Inc.
Sandy Worthington, MSN, WHNP-BC, CNM, Director of Medical Continuing Education and Special Projects,

Planned Parenthood Federation of America 

Male Training Center Advisory Committee
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Appendix 2 Male Training Center’s Staff, Technical Panel, Advisory Committee
& Other Contributors for Feedback on Men’s Clinical Services, cont.

Marilyn Keefe, MPH, Deputy Assistant Secretary for Population Affairs
Susan Moskosky, MS, RNC, Deputy Director
David Johnson, MPH, Public Health Advisor 

Office of Population Affairs

Lorrie Gavin, PhD, Division of Reproductive Health, CDC
Naomi Tepper, MD, MPH, Division of Reproductive Health, CDC
Dmitry Kissin, MD, MPH, Division of Reproductive Health, CDC
Elissa Meites, MD, MPH, Division of STD Prevention, CDC
Emily Godfrey, MD, MPH, Associate Professor, University of Illinois at Chicago and Fellow, CDC

Centers for Disease Control

Any disclosures from participants are available upon request



The purpose of the Male Training Center is to help improve delivery of family planning and reproductive health services for males
in Title X, and other sexual and reproductive health, and social service settings. The Male Training Center has five major aims
designed to make information, resources, and learning opportunities accessible for staff working in Title X services: 1) national
partnership building; 2) development, compilation, coordination, and dissemination of training information; 3) design and
facilitation of training events; 4) translating research into practice; and 5) capacity building of Title X training, research, and
service grantees. 

Established in 2009, the Male Training Center is a project of AccessMatters, formerly Family Planning Council, and a collaboration
with the Johns Hopkins University School of Medicine, Center for Sexually Transmitted Disease and Reproductive Health Research,
Prevention, and Training.

The Male Training Center seeks guidance and input into project activities from its advisory committee members, consisting of
individuals representing international, national, and regional organizations with shared interest in quality family planning and
reproductive health services for males.

The Male Training Center was originally funded through a cooperative agreement (FPTPA006011) with the Office of Population
Affairs, Department of Health and Human Services from September 2009 through December 2012. Although this funding has
ended, the Male Training Center is committed to continuing its work to improve the delivery of services to males in all settings.

For more information contact:

Male Training Center
c/o AccessMatters
1700 Market Street, 18th Floor 
Philadelphia, PA 19103
Tel: +1 (215) 985-2600 x2659
Email: info@maletrainingcenter.org
http://www.maletrainingcenter.org/

_____

About Arik V. Marcell, MD, MPH

Dr. Marcell is an Associate Professor with a primary appointment in the Johns Hopkins University School of Medicine’s
Department of Pediatrics and a joint appointment in the Bloomberg School of Public Health’s Department of Population,
Family and Reproductive Health. He is a board certified pediatrician and adolescent medicine specialist. Dr. Marcell is
a nationally recognized expert in male adolescent and young adult health. He has extensive experience training health
professionals on the delivery of male sexual and reproductive health care and conducting theory-driven research designed
to better understand and improve adolescent and young adult males’ involvement in sexual and reproductive health care.

About the Male Training Center
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Checklist for Required Annual Trainings and Certifications for Title X 

**All staff must complete the Title X Orientation FP 101 and FP 201 within 6 months of hire** 

**See IDPH FP Policy Manual for required content** 

Topic Completed/date 

Title X FP Manual location and use   

Prohibition against abortion (IDPH policy 238)  

Voluntary Participation (IDPH policy 205) Voluntary 
participation signature form 
1. Sub-recipient staff has been formally notified annually that 
services must be provided on a voluntary basis, the acceptance 
of family planning services cannot be a prerequisite for other 
services and staff has been informed on an annual basis that 
they may be subject to prosecution if they coerce or try to 
coerce any person to undergo an abortion or sterilization 
procedure. 

 

Conflict of Interest (IDPH policy 207) Conflict of Interest 
signature form 

 

Non-discrimination (IDPH policy 203, 204)  

Human Trafficking   (IDPH policy 234)  

Child and Sexual Abuse reporting (as required by Iowa law, 
reminded annually)  (IDPH policy 230) 

 

Eligibility   (IDPH policy 203) 
1. Any client requesting family planning services is eligible. No 
person shall be denied services due to inability to pay. 
2. Services must be provided without the imposition of any 
durational residency requirement or requirement that the client 
be referred by a physician (42 CFR 59.5(a)(5)). 

 

Confidentiality (IDPH policy 206)  

Interpreter policy (IDPH policy 232, 203, 204)  

Required adolescent counseling (IDPH policy 303) 
1. Regarding their decision to be sexually active;  
2. All clients under the age of 18 will be encouraged to talk with 
their parents/guardian or a trusted adult about their decision to 
seek family planning services. Resources should be provided to 
parents and guardians to assist them in these discussions. 
(Family Involvement) 
3. Regarding resisting coercive sexual activity, sexual violence 
and human trafficking.  
4. Abstinence as an acceptable birth control method, including 
alternative methods of sexual expression.  
5. Comprehensive information about how to prevent pregnancy 
and STDs 
6.  Confidentiality and any limitations but that parents or 
guardians cannot be notified before or after a minor has 
requested or received Title X services without written consent. 
Parental consent for treatment will not be required for 
adolescent services. 

 



 

Referrals for Home Visitation: (IDPH policy 303) 
1. All Iowa Department of Public Health Family Planning Contract 
agencies will have policies and provide appropriate referrals to 
youth, including but not limited to, referrals of pregnant and 
parenting youth to home visitation programs in their area.  

 

Pregnancy testing (IDPH policy 304) 
 1. Clients requesting information on options for the 
management of unintended pregnancy must be given non-
directive counseling on prenatal care, delivery, infant care, foster 
care, adoption, and pregnancy termination. The agency must 
provide this information and counseling with the exception of 
any options about which the pregnant woman indicates she does 
not wish to receive information. 
2. Clients, who, after counseling, desire termination, must be 
provided information for referral to a resource where 
termination may be obtained. If the client requests an abortion 
referral, the counselor may not take further affirmative action 
(such as negotiating a fee reduction, making an appointment, or 
providing transportation). 

 

Cultural competency (IDPH policy 232, 204, 203, 225) 
Project staff should be broadly representative of all significant 
elements of the population to be served by the project, and 
should be sensitive to, and able to deal effectively with, the 
cultural and other characteristics of the client population (42 CFR 
59.5 (b)(10)). 

 

Emergency management (IDPH policy 233) 
A written plan of action for the management of emergencies 
(29CFR 1910. Subpart E) and clinic facilities must meet applicable 
standards established by Federal, State and local governments 
(fide, building and licensing codes) 
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Implementation, Evaluation and Monitoring Template   

This document discusses the implementation and evaluation plan for the IDPH Title X Family Planning Project. 

Program Requirements Section Implementation and evaluation strategy 
Section 7: Use of Grant Funds 
 
All funds granted for Title X family planning services 
projects must be expended only for the purpose for which 
the funds were awarded and in accordance with the 
approved application and budget. Funds may not be used 
for prohibited activities, such as abortion as a method of 
family planning, or lobbying. The Notice of Award (NOA) 
provides other stipulations regarding the use of funds. 
Funds must be used in accordance with the Title X family 
planning services projects regulations, the terms and 
conditions of the award, and the HHS grants administration 
regulations set out at 45 CFR parts 74 and 92. 

Implementation: IDPH will have policies directing the use of 
funds, specific stipulations in the NOA and the budgeting 
process. IDPH sub-recipients will have policies on the use 
of grant funds, and restriction on abortion and lobbying 
activities 
 
Evidence: 
1) Policies are audited at site visits or at the time of 

submission to IDPH (See Appendix 4,6,8) 
2) Evidence that the policies are followed are present in 

fiscal audits, or are observed at the time of site visits.  
 

IDPH Policy: 103, 402 
Section 8.1 Voluntary Participation 
 
Family planning services are to be provided solely on a 
voluntary basis (Sections 1001 and 1007, PHS Act; 42 CFR 
59.5 (a)(2)). 
 
Clients cannot be coerced to accept services or to use or 
not use any particular method of family planning (42 CFR 
59.5 (a)(2)). 
 
A client’s acceptance of family planning services must not 
be a prerequisite to eligibility for, or receipt of, any other 
services, assistance from, or participation in any other 
program that is offered by the grantee or sub-recipient 
(Section 1007, PHS Act; 42 CFR 59.5 (a)(2)). 

Implementation: IDPH and sub-recipients will have policies 
(i.e., staff training, clinical protocols, and consent forms) 
that ensure clients receive services on a voluntary basis. 
Client’s receipt of services cannot be a prerequisite to 
eligibility for, receipt of any other services, assistance or 
participation in any other program offered by sub-recipient 
or IDPH. IDPH has written policies and procedures that 
require their service sites and sub-recipients to inform staff 
that they may be subject to prosecution if they coerce or try 
to coerce any person to undergo an abortion or sterilization 
procedure.  
 
Evidence: 
1) IDPH has written policies and procedures that specify 

services are provided on a voluntary basis. IDPH will 
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monitor sub-recipient policies and procedures to assure 
that all sub-recipients provide services solely on a 
voluntary basis. 

2) Documentation (e.g., staff circulars, training curriculum 
and records) shows sub-recipient and IDPH staff has 
been formally informed on an annual basis that services 
must be provided on a voluntary basis, the acceptance 
of family planning services cannot be a prerequisite for 
other services and staff has been informed on an annual 
basis that they may be subject to prosecution if they 
coerce or try to coerce any person to undergo an 
abortion or sterilization procedure. Signed 
acknowledgement is present in personal files.  

3) Clinical protocols include a written statement that clients 
may not be coerced to use contraception, or to use any 
particular method of contraception.  

4) General consent forms state that services are provided 
on a voluntary basis and the receipt of FP services is 
not a prerequisite to receiving other services. .  

5) Medical chart review demonstrates that each client has 
signed a general consent form stating services are 
voluntary.  

6) Observation of counseling process demonstrates that it 
is client- centered (see Appendix D of QFP), 
participation in the program is voluntary and clients are 
not coerced to use any particular method of 
contraception. 
 

IDPH Policy: 205 
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8.2  Prohibition Against Abortion 
 
Title X grantees and sub-recipients must be in full 
compliance with Section 1008 of the Title X statute and 42 
CFR 59.5(a)(5), which prohibit abortion as a method of 
family planning. Grantees and sub-recipients must have 
written policies that clearly indicate that none of the funds 
will be used in programs where abortion is a method of 
family planning. Additional guidance on this topic can be 
found in the July 3, 2000, Federal Register Notice entitled 
Provision of Abortion-Related Services in Family Planning 
Services Projects, which is available at 65 Fed. Reg. 41281 
and the final rule entitled Standards of Compliance for 
Abortion-Related Services in Family Planning Services 
Projects, which is available at 65 Fed. Reg. 41270. 
Grantees are also responsible for monitoring sub-recipients’ 
compliance with this section. 
 
 
 

Implementation: IDPH and sub-recipients have polices that 
contain language on Section 1008 prohibiting abortion as a 
method of contraception. IDPH and sub-recipient contracts 
have polices that contain language on Section 1008 
prohibiting abortion as a method of contraception. 
 
Evidence: 
 
1) IDPH has certified compliance with this requirement as 

part of the grant application.  
2) IDPH has written policies and procedures that prohibit 

sub-recipients and/or service sites from providing 
abortion.  

3) IDPH includes language in sub-recipient contracts 
addressing this requirement.  

4) Financial evidence demonstrates that Title X funds are 
not being used for abortion services and adequate 
separation exists between Title X and non-Title X 
activities. 

 
IDPH Policy: 238 

8.3.1 Structure and Management 
 
The grantee must have a written agreement with each sub-
recipient and establish written standards and guidelines for 
all delegated project activities consistent with the 
appropriate section(s) of the Title X Program Requirements, 
as well as other applicable requirements (45 CFR parts 74 
and 92). 
 
 
 
 

Implementation: IDPH will establish a written contract with 
all sub-recipient agencies as the result of the competitive 
bid process. IDPH FP Manual will establish written 
guidelines and standards for all delegated project activities 
that are consistent with the QFP and Program 
Requirements for Title X Funded Family Planning Projects.  
 
Evidence:  
1) Written contracts are executed 
2) IDPH FP Manual is current 
 
IDPH Policy: 220; Sub-recipient contract; Title X RFP  
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8.3.2 Structure and Management 
 
If a sub-recipient wishes to subcontract any of its 
responsibilities or services, a written agreement that is 
consistent with Title X Program Requirements and 
approved by the grantee must be maintained by the sub-
recipient (45 CFR parts 74 and 92). 

Implementation: IDPH policies and contract requires any 
sub recipient that wished to further subcontract to have a 
written contract with its subcontractor and that 
subcontractors are aware of Title X requirements and are 
carrying out the scope of the sub-contract in accordance 
with Title X requirements. IDPH contract states that IDPH 
must approve all subcontracts prior to execution. 
 
Evidence: 
1) Evidence of appropriate language in contracts 
2) Evidence of approval of all subcontracts by IDPH staff. 
3) Documentation demonstrates that the grantee assures 

that a plan for monitoring the entity for compliance with 
Title X requirements is in place. 

 
IDPH Policy: 220 

8.3.3 Structure and Management 
 
The grantee must ensure that all services purchased for 
project participants will be authorized by the project director 
or his designee on the project staff (42 CFR 59.5(b)(7)). 
 
 
 
 
 
 
 
 
 
 
 
 

Implementation/Evidence: There are written polices for 
approval processes for participants showing that the 
authorizing official is the project director or a designee. 
Sub-recipient agencies have written policies for approval 
processes for purchases for the project participants.  
 
IDPH Policy: 103 
 
 
 
 
 
 
 
 
 
 



    DRAFT Implementation Crosswalk 10.13.14 

5 
 

8.3.4 Structure and Management 
 
The grantee must ensure that services provided through a 
contract or other similar arrangements are paid for under 
agreements that include a schedule of rates and payment 
procedures maintained by the grantee. The grantee must 
be prepared to substantiate that these rates are reasonable 
and necessary (42 CFR 59.5(b)(9)). 
 

  Implementation: IDPH has polices that address the sub-
recipient responsibilities in establishing a schedule of 
discounts (fee schedule). IDPH contract requires annual 
cost analysis to assure the rates are reasonable and 
necessary. 
 
Evidence: 
1) Cost analyses are reviewed and feedback is given on 

annual cost analysis. 
2) Evidence that each sub-recipient has submitted the 

schedule of discounts and FP Client Income Schedule 
as required by their contract.  

 
IDPH Policy: 210, 211 

8.3.5 Structure and Management 
 
Sub-recipient agencies must be given an opportunity to 
participate in the establishment of ongoing grantee policies 
and guidelines (42 CFR 59.5 (a)(10)). 
 
 
 
 
 
 

Implementation: IDPH provides opportunity for sub-recipient 
agencies to participate in IDPH policies and guidelines 
through the Medical Advisory Committee, the FP Directors 
group, and the Training Advisory Committee (TAC). The 
TAC meets regularly, the FP Directors meet 3 times per 
year and the MAC meets at least annually. Not all meetings 
are in person, some are done by conference call or virtual 
meeting. 
 
Evidence: 
1) Meeting summaries and/or minutes are available from 

all committee meetings. Actions are clearly described 
when they occur. 
 

 IDPH Policy: 214,217,220,227 
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8.3.6 Financial Management System 
 
The grantee and each sub-recipient must maintain a 
financial management system that meets Federal 
standards, as applicable, as well as any other requirements 
imposed by the Notice of Award, and which complies with 
Federal standards that will support effective control and 
accountability of funds. Documentation and records of all 
income and expenditures must be maintained as required 
(45 CFR parts 74.20 and 92.20). 

Implementation: IDPH procedures and policies will reflect 
federal regulations as applicable. IDPH sub-recipients 
procedures and policies will be supported by federal 
regulations.  
 
Evidence Includes: 
1) IDPH and sub-recipients will have written financial 

management policies and procedures for the Title X 
project. 

2) Sub-recipients will submit monthly expenditure reports 
and monthly income reports into Iowagrants.gov. 

3) Sub-recipients will submit the results of an independent 
audit conducted annually. 

4) Records are retained per IDPH protocol. 
5) Audits evidence procedures and policies are followed.  
 
IDPH Policy: 201, NOA, RFP, Sub-recipient contracts 

8.4.1 Charges, billing and collections 
 
Clients whose documented income is at or below 100% of 
the Federal Poverty Level (FPL) must not be charged, 
although projects must bill all third parties authorized or 
legally obligated to pay for services (Section 1006(c)(2), 
PHS Act; 42 CFR 59.5(a)(7)). 
 
If the sub-recipient has lawful access to other valid means 
of income verification because of the client’s participation in 
another program the sub-recipient may use those data 
rather than re-verify income or rely solely on client’s self-
report. 

Implementation: IDPH and sub-recipient agencies will have 
written policies and procedures for establishing charges, 
processing billing and collecting accounts.  
 
Evidence Includes: 
1) IDPH and sub-recipient policies and procedures assure 

that clients whose documented income is at or below 
100% FPL are not charged for services. 

2) IDPH assures that project sites have current information 
on the Federal Poverty Guidelines. 

3) Income determination is completed for each client, 
regardless of potential payer source.  

4) Financial documentation indicates clients whose 
document income is at or below 100% FPL are not 
charged for services 

5) Financial documentation indicates that projects 



    DRAFT Implementation Crosswalk 10.13.14 

7 
 

determine if a third party is authorized or legally 
obligated to pay for services, and third parties are billed 
as appropriate. 

 
IDPH Policy: 210, Audit tool 

8.4.2  Charges, billing and collections 
 
Schedule of Discounts 
 
A schedule of discounts, based on ability to pay, is required 
for individuals with family incomes between 101% and 
250% of the FPL (42 CFR 59.5(a)(8)). 

Implementation: IDPH policies and procedures require sub-
recipients to have policies and procedures to outline a 
schedule of discounts to be developed annually and 
updated periodically to reflect discounts, and include the 
rationale used to justify that the client’s ability to pay is 
considered. 
 
Evidence: 
1) The schedule of discounts and fee schedules are 

submitted to IDPH annually and when updated for 
approval. 

2) The schedule of discounts must have at least 4 
proportional incremental categories. 

3) Sub-recipient service site documentation indicates client 
income is assessed and discounts are appropriately 
applied to the cost of services 
 

IDPH Policy: 210, Sub-recipient contract, RFP/RFA 
8.4.3 Charges, billing and collections 
 
Waiving of fees for good cause: 
 
Fees must be waived for individuals with family incomes 
above 100% of the FPL who, as determined by the service 
site project director, are unable, for good cause, to pay for 
family planning services (42 CFR 59.2). 
 

Implementation: IDPH policies and procedures require sub-
recipients to have policies and procedures to outline how 
fees can be waived for good cause, including who has the 
authority to waive those fees. 
 
Evidence: 
1) Sub-recipients have a written policy on waived fees 
2) Documentation onsite demonstrates determination of 

waived fees is made by the appropriate personnel, 
documented and the client is informed of the decision.  
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IDPH Policy: 210 

 

8.4.4  Charges, billing and collections 
 
For persons whose income exceeds 250% of the FPL, 
charges are made in accordance with a schedule of fees 
designed to recover the reasonable cost of providing 
services. (42 CFR 59.5(a)(8)). 
 
 
 

Implementation: IDPH policy requires sub-recipients to 
have written policies complying with the IDPH policy.  
 
Evidence: 
1) Sub-recipients have written policies in place describing 

billing processes for persons with family incomes above 
250% FPL. 

2) Documentation onsite demonstrates determination 
appropriate placement on the schedule of discounts and 
correct application of fees.  

3) Cost analysis is used to determine the fee schedule to 
clients above 250% FLP. 

 
IDPH Policy: 210, 211 

8.4.5 Income of minors 
 
Eligibility for discounts for unemancipated minors who 
receive confidential services must be based on the income 
of the minor (42 CFR 59.2). 

Implementation: IDPH policy will require sub-recipients to 
implement policy that eligibility discounts for unemancipated 
minors who receive confidential services must be based on 
the income of the minor 
 
Evidence:   
1) Sub-recipient policies are in place 
2) Documentation demonstrates onsite that the policy is 

correctly implemented. 
 
IDPH Policy: 211 

8.4.6 Third Party Liability 
 
Where there is legal obligation or authorization for third 
party reimbursement, including public or private sources, all 

Implementation: IDPH and sub-recipient policy assures all 
reasonable efforts are made to obtain payment from third 
party payers prior to any discounts. An exception is 
required for confidential clients.  
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reasonable efforts must be made to obtain third party 
payment without the application of any discounts (42 CFR 
59.5(a)(9)). 
 
Family income should be assessed before determining 
whether copayments or additional fees are charged. With 
regard to insured clients, clients whose family income is at 
or below 250% FPL should not pay more (in copayments or 
additional fees) than what they would otherwise pay when 
the schedule of discounts is applied. 
1)  

 
Evidence: 
2) IDPH sub-recipients obtain contracts and credential 

providers with third party payers 
3) IDPH Sub-recipients obtain contracts and credential 

providers with Medicaid. 
4) IDPH sub-recipients appropriate file claims without 

applying any discounts to third party payers except 
where required (i.e. Medicaid 340B drugs) 

5) Documentation on site demonstrates that confidential 
clients do not have claims submitted to third party 
payers 

6) Policy and practice demonstrates that insured clients 
whose family income is at or below 250% FPL do not 
pay more (in copayments or additional fees) than what 
they would otherwise pay when the schedule of 
discounts is applied. 

 
IDPH Policy: 210 

8.4.7  Medicaid participation 
 
Where reimbursement is available from Title XIX or Title XX 
of the Social Security Act, a written agreement with the Title 
XIX or the Title XX state agency at either the grantee level 
or sub-recipient agency is required (42 CFR 59.5(a)(9)] 

Implementation: IDPH policy requires all sub-recipients to 
have policy and practices to participate with Iowa Medicaid.  
IDPH sub-recipients should also contract with other state 
Medicaid agencies when appropriate.  
 
Evidence: 
1) Sub-recipients have signed agreements with Medicaid 
2) Documentation and audits demonstrate that sub-

recipients follow all Iowa Medicaid Enterprise billing 
practices.  

 
IDPH Policy: 210 

8.4.8 Collections 
 

Implementation:  IDPH policy requires sub-recipients to 
have policy and practice about collection procedures that 
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Reasonable efforts to collect charges without jeopardizing 
client confidentiality must be made 
 
 

protect confidential clients and are applied uniformly. Sub-
recipient agencies may use collection agencies.  Written 
policy must be submitted to IDPH for approval prior to 
implementation.  
 
Evidence: 
1) Evidence on site demonstrates that sub-recipients have 

written, approved policies for collection of fees and the 
policy is being followed.  

 
IDPH Policy: 210 

8.4.9 Donations 
 
Voluntary donations from clients are permissible; however, 
clients must not be pressured to make donations, and 
donations must not be a prerequisite to the provision of 
services or supplies 

Implementation: IDPH policy requires sub-recipients 
requesting donations to have written policy.  Donations 
must be voluntary, clients must not be pressured to make 
donation and donations may not be a prerequisite to 
receiving services.  
 
Evidence: 
1) IDPH sub-recipients have written policy on donation that 

adheres to IDPH policy.  
2) Evidence exists that the policy is followed. Onsite 

documentation and observation may include signage, 
financial counseling scripts, or other evidence that 
demonstrates clients are not pressured to make 
donations and that donations are not a prerequisite to 
the provision of services or supplies. 

 
IDPH Policy: 210 

8.5.1 Project Personnel 
 
Grantees and sub-recipients are obligated to establish and 
maintain personnel policies that comply with applicable 
Federal and State requirements, including Title VI of the 

Implementation: IDPH and sub-recipient policies and 
procedures provide evidence that there is no discrimination 
in personnel administration. These policies should include, 
but are not to be limited to, staff recruitment, selection, 
performance evaluation, promotion, termination, 



    DRAFT Implementation Crosswalk 10.13.14 

11 
 

Civil Rights Act, Section 504 of the Rehabilitation Act of 
1973, Title I of the Americans with Disabilities Act, and the 
annual appropriations language. 
 
 
 
 

compensation, benefits, and grievance procedures. 
 
Evidence:  
1) IDPH and sub-recipient policies are in place that adhere 

to applicable state and federal requirements.  
2) Evidence exists that personnel policies are readily 

available to all Title X staff.  
 

IDPH Policy: 213 
8.5.2  Project staff 
 
Project staff should be broadly representative of all 
significant elements of the population to be served by the 
project, and should be sensitive to, and able to deal 
effectively with, the cultural and other characteristics of the 
client population (42 CFR 59.5 (b)(10)). 

Implementation:  IDPH and sub-recipient policies document 
how the project operationalizes cultural competency. 
 
Evidence: 
1) Records document cultural competence training, in-

services, client satisfaction surveys.  
2) IDPH procedures demonstrate how the IDPH will assure 

cultural competency training has occurred at sub-
recipient agency sites.  

3) Grantee IDPH will monitor how service-sites access  
language translation services when appropriate as part 
of the annual site visit.  

 
IDPH Policy: 213 

8.5.3 Project director 
 
Projects must be administered by a qualified project 
director. Change in Status, including Absence of Principle 
Investigator/Project Director and Other Key Personnel 
requires pre-approval by the Office of Grants Management. 
For more information, see HHS Grants Policy Statement, 
2007 Section II-54. 
 

Implementation/Evidence Includes: 
1) The approved grant application includes required 

information for the project director. 
2) Any changes in project director are submitted to and 

approved by the Office of Grants Management within 10 
days of changes.  

3) Review of project director resume lists qualifications. 
4) IDPH requires sub-recipients to notify IDPH in writing of 

changes within 10 days of changes to key personnel.  
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IDPH Policy: 213, Contract 
8.5.4 Medical Director 
 
Projects must provide that family planning medical services 
will be performed under the direction of a physician with 
special training or experience in family planning (42 CFR 
59.5 (b)(6)) 

Implementation:  IDPH and sub-recipient policies document 
the presence of a physician with training or experience in 
family planning to direct clinical practice.  
 
Evidence: 
1) Organizational charts demonstrate that the project 

operates under the direction of a physician 
2) Curriculum vitae of Medical Director indicates special 

training or experience in family planning 
3) Minutes indicate involvement of the Medical Director in 

program operations 
4) IDPH has a MOA with the IDPH FP Medical Director 
5) Sub-recipient agencies demonstrate an MOA/MOU, 

contract or agreement with their FP Medical Director. 
 
IDPH Policy: 213, 222 

8.5.5 Salary limits 
 
Appropriate salary limits will apply as required by law. 

Evidence: 
1)  Documentation such as budgets and payroll records 

that indicate that the grantee is complying with required 
salary limits. 

 
IDPH Policy: 103 

8.6.1 Staff Training  
 
Projects must provide for the orientation and in-service 
training of all project personnel, including the staff of sub-
recipient agencies and service sites (42 CFR 59.5(b)(4)). 
 
 
 

Implementation:  IDPH policy will provide clear guidance on 
orientation of all staff to Title X.  IDPH, in collaboration with 
FPCI will provide opportunity for all staff to be trained on 
emerging issues and best practices through the training 
advisory committee. 
 
Evidence Includes: 
1) IDPH records demonstrate the assessment(s) of staff 

training needs and a training plan that addresses key 
components of the Title X program priority areas. If a 
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sub-recipient sub-contracts for services, the IDPH 
ensures that sub-recipients maintain a training plan that 
complies with this section. 

2) IDPH maintains documentation of in-service and 
assured that sub-recipient maintains training attendance 
records 

3) IDPH documentation demonstrates that oversight of 
sub-recipient training plans and activities during site 
visits. 

 
IDPH Policy: 104, 105, 106, 107 

8.6.2 Staff training 
 
The project’s training plan should provide for routine 
training of staff on Federal/State requirements for reporting 
or notification of child abuse, child molestation, sexual 
abuse, rape or incest, as well as on human trafficking 

Implementation:  IDPH policies will require all sub-recipients 
to train on the Federal/State requirements for reporting or 
notification of child abuse, sexual abuse, rape or incest and 
human trafficking 
 
Evidence: 
1) Sub-recipient personnel files contain record of the 

required trainings.  IDPH monitors personnel records 
during site visits.  

 
IDPH Policy: 215, 230, 234 

8.6.3  Family Involvement 
 
The project’s training plan should provide for routine 
training on involving family members in the decision of 
minors to seek family planning services and on counseling 
minors on how to resist being coerced into engaging in 
sexual activities. 

Implementation:  IDPH policies will require all sub-recipients 
to train on the involving family members in the decision of 
minors to seek services and on counseling minors on how 
to resist sexual coercion and/or birth control sabotage. 
 
Evidence: 
1) Sub-recipients will document in personnel files that all 

staff are reminded annually about this requirement. 
 
IDPH Policy: 215, 303 
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8.7 
 
Planning and Evaluation 
Grantees must ensure that the project is competently and 
efficiently administered (42 CFR 59.5 (b) (6) and (7)). 
 
 
 

Implementation:  IDPH’s project records include the results 
of at least one needs assessment used to develop the 
funding application.  Written goals and objectives will reflect 
the results of the needs assessment.  IDPH project includes 
a plan for monitoring the delivery of all services as 
described in the QFP, and compare actual activities to 
those proposed in the project application. 
 
Evidence: 
1) IDPH will collect and submit data for the Family 

Planning Annual Report (FPAR) in a timely, complete 
and accurate manner  

2) IDPH will document the use of ongoing (i.e., at least 
annually) quality improvement processes of all service 
sites and documents steps taken in response to any 
findings.  

3) IDPH assures sub-recipients compile and report FPAR 
data in a timely, complete and accurate manner 

4) IDPH requires client satisfaction surveys and cost 
analysis to be submitted annually and evaluates the 
impacts of the program through performance measures. 

5) IDPH has monitoring tools to show actual outcomes and 
compliance with Title X requirements.  

6) Sub-recipient agencies use Health Information 
Technology 

 
IDPH Policy: 401, 403 

9.1  
 
Priority for project services is to persons from low- income 
families (Section 1006(c)(1), PHS Act; 42 CFR 59.5(a)(6)). 
 

Implementation:  IDPH funding application identifies priority 
populations including low income families. 
 
Evidence:  
1) FPAR data demonstrates the IDPH priority population. 
2) Sub-recipients submit outreach reports that indicate 
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outreach occurred in low income and hard to reach 
population settings.  

3) Sub-recipient sites are located in areas that are easily 
accessible by the priority populations.  

 
IDPH Policy: 201, 202, 203, 217 

9.2  
 
Services must be provided in a manner which protects the 
dignity of the individual (42 CFR 59.5 (a)(3)). 

Implementation:  IDPH has written policies and procedures 
that require their sites and sub-recipients to receive training 
in culturally competent care and confidentiality for all 
populations including: LGBTQ, adolescents, individuals with 
limited English-speaking skills, and the disabled. 
 
Evidence: 
1) Documentation (e.g., training records) that 

demonstrates staff have received training in providing 
culturally competent care to populations identified in the 
needs assessment (as defined above). 

2) IDPH observation of the clinic environment 
demonstrates that it is welcoming (i.e., Privacy, 
cleanliness of exam rooms, ease of access to service, 
fair and equitable charges for services including waiver 
of fees for “good cause”, language assistance) 

3) Client surveys document that clients perceive providers 
and other clinic staff to be respectful 

4) See fiscal section for billing and collection guidance. 
 
IDPH Policy: 203, 204, 232, 220 

9.3 
 
Services must be provided without regard to religion, race, 
color, national origin, disability, age, sex, number of 
pregnancies, or marital status (42 CFR 59.5 (a)(4)). 
 

Implementation:  IDPH and sub-recipient have written 
policies and procedures that require their sites and any sub-
recipient sites to provide service without regard to religion, 
race, color, national origin, disability, age, sex, number of 
pregnancies or marital status. 
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Evidence: 
1) Policy reviewed at site visits by IDPH  
2) Documentation exists that staff is informed of this 

requirement on an annual basis. 
3) Observation at clinic sites demonstrates that education 

materials are evaluated and tailored specifically to age, 
literacy, and language preferences of most commonly 
seen clients.  
 

IDPH Policy: 203, 204 
9.4 
 
Projects must provide for social services related to family 
planning including counseling, referral to and from other 
social and medical services agencies, and any ancillary 
services which may be necessary to facilitate clinic 
attendance (42 CFR 59.5 (b)(2)). 
 
 

Implementation: IDPH and sub-recipient have policies 
related to referrals to and from other community providers.  
 
Evidence: 
1) Sub-recipient response to a competitive application for 

funding identifies the social service, health care and 
mental health needs in the communities and 
collaborating partner agencies.  

2) Current (i.e., signed within the past 12 months) 
Memoranda of Understand with relevant referral 
agencies exist, including: child care agencies, transport 
providers, WIC programs, child protective services, etc. 
when possible. 

3) Medical chart review documents appropriate referrals 
and related care coordination efforts. 

 
IDPH Policy: 224 

9.5  
 
Projects must provide for coordination and use of referral 
arrangements with other providers of health 
 
 

Implementation: IDPH and sub-recipient have policies 
related to care coordination and referrals. 
 
Evidence: 
1) Clinic protocols state that clients are asked about other 

sources of primary care; and care should be coordinated 



    DRAFT Implementation Crosswalk 10.13.14 

17 
 

with those other sources, if relevant.  
2) Current (i.e., updated within the past 12 months) clinic 

protocols have a written description of referral policies 
and procedures.  

3) Current (i.e., signed within the past 12 months) 
Memoranda of Understand with relevant referral 
agencies exist, including: emergency care, HIV/AIDS 
care and treatment agencies, infertility specialists, and 
chronic care management providers when possible.  

 
IDPH Policy: 224 

9.6 
 
All grantees should assure services provided within their 
project operate within written clinical protocols that are in 
accordance with nationally recognized standards of care, 
approved by the grantee, and signed by the physician 
responsible for the service site. 

Implementation: IDPH and all sub-recipient agencies have 
clinical protocols that are in accordance with nationally 
recognized standard of care, submitted for approval by 
IDPH and signed by the local medical directors.  
 
Evidence: 
1) Sub-recipient policies are updated, signed by the 

medical director, reflect the QFP and are submitted 
annually to IDPH in electronic form.  

2) IDPH manual is current and updated, and signed by the 
Title X medical director 

3) IDPH manual is available to all Title X staff at sub-
recipient agencies.  

4) IDPH Medical Advisory Committee participates in the 
development and maintenance of the IDPH manual.  

 
IDPH Policy: 220, 221, Clinical Policy Section 300 

9.7  
 
All projects must provide for medical services related to 
family planning and the effective usage of contraceptive 
devices and practices (including physician’s consultation, 

Implementation: IDPH  has written policies and procedures 
requiring sub-recipients and service sites to provide clinical 
services that are in accordance with QFP, to provide 
referrals to other medical facilities when medically indicated 
(including emergencies), and to assist clients in finding 
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examination, prescription, and continuing supervision, 
laboratory examination, contraceptive supplies) as well as 
necessary referrals to other medical facilities when 
medically indicated (42 CFR 59.5(b)(1)). 
This includes, but is not limited to emergencies that require 
referral. Efforts may be made to aid the client in finding 
potential resources for reimbursement of the referral 
provider, but projects are not responsible for the cost of this 
care. 

potential alternative sources of reimbursement for the 
referral care  
 
Evidence:  
1) Clinic protocols state that the following services will be 

offered to female, male and adolescent clients: 
contraceptive, pregnancy testing and counseling, 
services to assist with achieving pregnancy, basic 
infertility services, STD services, and preconception 
health services. 

2) Breast and cervical cancer screening will be offered to 
female clients. 

3) Have a written description of referral policies and 
procedures for the services listed above.  

4) Memoranda of Understand (when possible) with 
relevant referral agencies exist. 

5)  Medical records demonstrate that clients who come for 
contraceptive, pregnancy testing, counseling to achieve 
pregnancy and/or basic infertility services are also 
offered STD, preconception, and related preventive 
health services 

 
IDPH Policy: 220, 221, 223, 236, Clinical policy section 
300 

9.8 
 
All projects must offer a broad range of acceptable and 
effective medically approved family planning methods 
(including natural family planning methods) and services 
(including infertility services and services for adolescents). 

Implementation:  IDPH grant application specifically 
identifies a broad range of contraceptive methods available, 
either on site or by referral, and that all services listed in the 
QFP will be offered to female and male clients, including 
adolescents. 
 
Evidence: 
1) A review of the current stock of contraceptive methods 

demonstrates that a broad range of methods are 
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available onsite or by referral. 
2) Clinic protocols state that the following services will be 

provided to female and male clients: contraceptive, 
pregnancy testing and counseling, achieving pregnancy, 
basic infertility services, STD services, preconception 
health services. 

3) A review of the service site’s FPAR data demonstrates 
that a reasonable proportion of clients seen are 
adolescents (e.g., close to the national average across 
all funded clinics). 

4) A review of the service site’s FPAR data demonstrates 
that a reasonable proportion of clients seen are male. 

 
IDPH Policy: 221, Clinical policy section 300, sub-
recipient contracts, RFP, RFA, FPAR 

9.9  
 
Services must be provided without the imposition of any 
durational residency requirement or requirement that the 
client be referred by a physician (42 CFR 59.5(b)(5)). 

Implementation: IDPH policy states that sub-recipient and 
service sites must provide services without the imposition of 
any durational residence requirement or that the client be 
referred by a physician 
 
Evidence: 
1) Written clinic policies explicitly address this requirement 
 
IDPH Policy: 203 

9.10  
 
Projects must provide pregnancy diagnosis and counseling 
to all clients in need of this service (42 CFR 59.5(a)(5)). 

Implementation:  IDPH and sub-recipient policy provide for 
pregnancy diagnosis and counseling to all clients 
requesting this service.  
 
Evidence: 
1) Clinic inventory and medical records review 

demonstrates that pregnancy testing is available and 
offered to all clients in need of this service 

2) FPAR data demonstrates service are being provided 
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IDPH Policy: 221, 304 

9.11 
 
Projects must offer pregnant women the opportunity to be 
provided information and counseling regarding each of the 
following options: • prenatal care and delivery; • infant care, 
foster care, or adoption; and • pregnancy termination. If 
requested to provide such information and counseling, 
provide neutral, factual information and nondirective 
counseling on each of the options, and referral upon 
request, except with respect to any options(s) about which 
the pregnant woman indicates she does not wish to receive 
such information and counseling (42 CFR 59.5(a)(5)). 
 
 

Implementation: IDPH and sub-recipients have written 
policy and procedures requiring the provision of options 
counseling to pregnant women  
 
Evidence: 
1) Clinic protocols ensure that clients are provided with 

neutral, factual information, and non-directive 
counseling about all 3 options, except for those options 
that she does not wish to receive information about, and 
that referrals that are requested by the client are 
provided to her 

2) Medical records of clients receiving pregnancy testing 
and counseling document that they were provided 
information about all 3 options, except those for which 
she did not want to receive information and that referrals 
were made as requested 

 
IDPH Policy: 304 

9.12 
 
Title X grantees must comply with applicable legislative 
mandates set out in the HHS appropriations act. 

Implementation:  IDPH and sub-recipients will have written 
policies that address all legislative mandates. 
 
Evidence: 
1) Sub-recipients have policies that their staff is informed 

annually that (a) clinic staff must encourage family 
participation in the decision of minors to seek FP 
services, (b) minors must be counseled on how to resist 
attempts to coerce them into engaging in sexual 
activities, and (c) State law must be followed requiring 
notification or the reporting of child abuse, child 
molestation, sexual abuse, rape, or incest. 

2) Documentation (e.g., staff circulars, training curriculum) 
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that staff has been formally informed on an annual basis 
about items a-c above.  

3) Clinic protocols and policies have written statements 
related to items a-c above.  

4) Administrative records document any incidents of 
mandatory reporting. 
 

IDPH Policy: 230, 303 
10.0 
 
Confidentiality Every project must have safeguards to 
ensure client confidentiality. Information obtained by the 
project staff about an individual receiving services may not 
be disclosed without the individual’s documented consent, 
except as required by law or as may be necessary to 
provide services to the  

Implementation:  IDPH and sub-recipient have policies that 
safeguards must be in place to protect confidentiality.   
 
Evidence: 
1) Documentation (e.g., staff circulars, training curriculum) 

that staff has been formally informed on an annual basis 
about policies related to preserving client confidentiality 
and privacy. 

2) All sub-recipients have policies relating to the 
confidentiality of minors. 

3) Health records (including electronic record systems) 
have systems in place to ensure confidentiality, privacy 
and access to personal health information.  

4) Documentation exists that clients are notified of their 
right to confidentiality. 

5) HIPPA notices are provided to clients 
6) Facility layout promotes confidentiality and privacy 
 
IDPH Policy: 206, 210, 221, 222,  

11.1 
 
Title X grantees and sub-recipient agencies must provide 
an opportunity for participation in the development, 
implementation, and evaluation of the project by persons 
broadly representative of all significant elements of the 

Implementation: IDPH and sub-recipients have a written 
policy and procedures for ensuring that a plan for 
community participation is developed and implemented.  
 
Evidence: 
1) The plan provides an opportunity for community 
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population to be served; and by persons in the community 
knowledgeable about the community’s needs for family 
planning services (42 CFR 59.5(b)(10)). 

participation in the project and that those participants 
include individuals who are broadly representative of the 
population to be serviced, and who are knowledgeable 
about the community’s needs for family planning 
services. 

2) Documentation demonstrates that the community 
engagement plan has been implemented (e.g. reports, 
meeting minutes, etc.) 

3) Client satisfaction surveys are used to gather 
community input.  

 
IDPH Policy: 217, 227, Client Satisfaction Surveys 

11.2 -11.3 
 
Projects must establish and implement planned activities to 
facilitate community awareness of and access to family 
planning services (42 CFR 59.5(b)(3)). Each family 
planning project must provide for community education 
programs (42 CFR 59.5(b)(3)). 

Implementation:  IDPH and sub-recipients will have written 
policies about the community education programs.  
 
Evidence: 
1) IDPH assures that the sub-recipient has developed a 

community education and service promotion plan that 
enhances community understanding of the objectives of 
the project, makes the community aware of services to 
potential clients, and encourage continued participation 
by persons to whom family planning may be beneficial 

2) Documentation that the plan has been implemented 
(media spots, flyers, photos, logs) is submitted to the 
IDPH annually and is discussed at site visits. 

3) Data is used to as an evaluation strategy.  
 
IDPH Policy: 217 

12.1 
 
Title X grantees and sub-recipient agencies are required to 
have a review and approval process, by an Advisory 
Committee, of all informational and educational materials 

Implementation: IDPH has policies that assure that sub-
recipient agency has policies and procedures that ensure 
materials are reviewed prior to being made available to the 
project.  
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developed or made available under the project prior to their 
distribution (Section 1006 (d)(2), PHS Act; 42 CFR 59.6(a)). 

Evidence: 
1) Committee meeting minutes are reviewed at site visits 
2) Review tools are used at each sub-recipient site to 

assure continuity of reviews.  
 
IDPH Policy: 216 

12.2 
 
The committee must include individuals broadly 
representative (in terms of demographic factors such as 
race, color, national origin, handicapped condition, sex and 
age) of the population or community for which the materials 
are intended (42 CFR 59.6 (b)(2). 

Evidence: 
1) The committee roster is comprised of members who are 

broadly representative of the population served. 
2) Documentation (meeting minutes, lists of board 

members, etc.) demonstrates this requirement has been 
met 

 
IDPH Policy: 216 

12.3-12.6 
 
Each Title X grantee must have an Advisory Committee of 
five to nine members, except that the size provision may be 
waived by the Secretary for good cause shown (42 CFR 
59.6 (b)(1)). The Advisory Committee must review and 
approve all informational and educational (I&E) materials 
developed or made available under the project prior to their 
distribution to assure that the materials are suitable for the 
population and community for which they are intended and 
to assure their consistency with the purposes of Title X 
(Section 1006(d)(1), PHS Act; 42 CFR 59.6(a)). 

Evidence: 
1) IDPH and sub-recipient has policies and procedures 

addressing this element 
2) IDPH maintains and updates Lists/Rosters of Advisory 

Committee members for project and reviews same at 
sub-recipient levels 

3) Advisory Committee meeting minutes are maintained 
and indicate that the committee is active 

 
 
 
IDPH Policy: 216 

13.1 Facilities and Accessibility of Services 
 
Title X clinics must have written policies that are consistent 
with the HHS Office for Civil Rights policy document, 
Guidance to Federal Financial Assistance Recipients 
Regarding Title VI Prohibition Against National Origin 
Discrimination Affecting Limited English Proficient Persons 

Implementation:  IDPH and sub-recipient agencies have 
policy to address accessibility 
 
Evidence:  
1) Sub-recipients have policies and procedures that assure 

access to timely language translation services 
2) Educational materials are tailored to literacy, age, and 
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(August 4, 2003) (HHS Grants Policy Statement 2007, II-
23). 

language preferences of client populations 
3) Service site documentation indicates that staff are 

aware of the policies and processes exist to access 
language translation services when needed 

 
IDPH Policy: 204 

13.1.1Projects may not discriminate on the basis of 
disability and, when viewed in their entirety, facilities must 
be readily accessible to people with disabilities (45 CFR 
84). 
 

Implementation: IDPH and sub-recipient policies and 
procedures ensure access to services for individuals with 
disabilities at their sites and at all sub-recipients 
Evidence: 
1) Grantee maintains documentation of any 

accommodations made for disabled individuals 
2) The project sites are free from obvious structural or 

other barriers that would prevent disabled individuals 
from accessing services 

 
IDPH Policy: 204 

13.2 Emergency management 
 
A written plan of action for the management of emergencies 
(29CFR 1910. Subpart E) and clinic facilities must meet 
applicable standards established by Federal, State and 
local governments (fide, building and licensing codes) 

Implementation: IDPH and sub-recipients will have written 
emergency plans including disaster plans (fir, bomb, 
terrorism, earthquake, flood);  
 
Evidence: 
1) Staff can identify evacuation plans and routes 
2) Staff has completed training and understands their role 

in a emergency 
3) Exists are recognizable and free from barriers.  
 
IDPH Policy: 207 

13.3 Standards of Conduct  Implementation: IDPH will have policies to prevent 
employees, consultants or committee members from using 
their positions for purposes that are, or give the appearance 
of, motivated by a desire for private financial gain for 
themselves or others.  
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Evidence: 
1) Written conflict of interest documents are signed and 

updated annually at IDPH and all sub-recipient 
agencies.  

 
IDPH Policy: 207 

13.4 Human Subjects research Implementation:  IDPH policy will state that any Human 
Subject Research done in the Title X project will have IDP 
approval.  Sub-recipient agencies must notify IDPH of any 
such research. 
 
Evidence:  
1) Human Subject research activities are known by IDPH 
2) IRB approval is on file with IDPH 
3) IDPH notifies Regional Program Consultant in writing 

when research projects involving human subjects occur. 
 
IDPH Policy: 209 

13.5 Financial and Reporting Requirements 
 
Audits of grantees and sub-recipients must be conducted in 
accordance with the HHS grants administration regulations 
(45 CFR parts 74.26 and 92.26), as applicable, by auditors 
meeting established criteria for qualifications and 
independence (OMB A-133). Grantees must comply with 
the financial and other reporting requirements set out in the 
HHS grants administration regulations (45 CFR parts 74 
and 92), as applicable. In addition, grantees must have 
program data reporting systems which accurately collect 
and organize data for program reporting and which support 
management decision making and act in accordance with 
other reporting requirements as required by HHS. Grantees 

Implementation:  IDPH procedures and policies will reflect 
federal regulations as applicable.  
IDPH sub-recipients procedures and policies will be 
supported by federal regulations.  
 
Evidence Includes: 
1) IDPH and sub-recipients will have written financial 

management policies and procedures for the Title X 
project. 

2) Sub-recipients will submit monthly expenditure reports 
and monthly income reports into Iowagrants.gov. 

3) Sub-recipients will submit the results of an independent 
audit conducted annually. 

4) Records are retained per IDPH protocol. 
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must demonstrate continued institutional, managerial, and 
financial capacity (including funds sufficient to pay the non-
Federal share of the project cost) to ensure proper 
planning, management, and completion of the project as 
described in the award (42 CFR 59.7(a)). Grantees must 
reconcile reports, ensuring that disbursements equal 
obligations and drawdowns. HHS is not liable should the 
recipient expenditures exceed the actual amount available 
for the grant. 
 
 

5) Audits evidence procedures and policies are followed.  
 
 
 
 
 
 
 
IDPH Policy: 103, 402 

 

 

 




