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Congenital and Inherited Disorders Advisory Committee

Minutes
April 24, 2015
1:00 p.m. to 3:00 p.m.

Drake Community Library, Grinnell

Minutes

Members Present

Members Absent

Others Present

Sandra Daack-Hirsch

Kimberly Noble Piper

Stewart Boulis

Sarah Dricken

Carol Johnson

Lori Murphy-Stokes

Andrea Greiner

Lisa Neff-Letts

Val Sheffield

Stacy Frelund

Travis Henry

Shannon Sullivan

Kari Atkinson

Ben Darbro

Bobbi Buckner Bentz

Michelle Gogerty

Tonya Millard

Mary Larew

Kelly Schulte

Cathy Evers/Hannah Bombei

George Wehby

Sarah Grotha*

Kate Small

Stanton Berberich

Francis Degnin

Representative Wessel Kroeschell

Paul Romitti

Senator Ragan

Dan Rowley

*via phone

Topics

Discussion/Action

Call to Order

Degnin called the meeting to order at 1:05 pm.
Roll call attendance was taken — quorum is present.

Approval of January
23, 2015 minutes

Minutes approved by exception vote.

Announcements

Retirements — Kim Horton and Cathy Evers from the University of
Iowa Division of Medical Genetics are both retiring at the end of
May. There will be a retirement party May 29 at the Vine in
Coralville. Everyone is invited. If interested in attending, please let
Lisa Neff-Letts know. Hannah Bombei will be the new Coordinator
of the Regional Genetics and Consultation Clinics upon Cathy’s
retirement.

Dr. Bernat, a metabolic geneticist, will begin working at the
Division in July. Dr. Bernat has an interest in lysosomal storage
disorders.

Subcommittee reports —

Informed Consent —Daack-Hirsch reported that the subcommittee
will meet in May to discuss options for informed consent. Daack-
Hirsch and Piper have collected information about costs to store
residual dried blood spots and costs for managing consent. Once a
decision is made about the consent process, the issue of storage of
the residual specimens and management of the consents goes
back to the use of residual newborn screening specimens
subcommittee.

Residual Specimens — Romitti reported that this subcommittee is
on hiatus pending the recommendations from the informed
consent subcommittee.

Adding Conditions — Piper — The subcommittee looking at the
addition of lysosomal storage disorders is recommending this
subcommittee be expanded and called the Subcommittee for
management of the newborn screening panel. Jenny Marcy has




agreed to chair that subcommittee. Additional members would be
brought to the subcommittee on an ad hoc basis depending on the
condition(s) being discussed. Members approved the
recommendation for the new subcommittee on a voice vote.

Request for LOS for
carving hemophilia
and clotting
disorders
treatments out of

Medicaid Managed
Care

Tonya Millard, Executive Director of Hemophilia Iowa, requested a
LOS from CIDAC members to have hemophilia carved out of the
Iowa Managed Care Act RFP and remain a fee for service model; if
a carve out is not an option, then at the least that clotting factor
be on a fee for service schedule. Letters from the National
Hemophilia Foundation to the director of lowa DHS was shared.
Tonya also shared copies of informational sheets about Medicaid
Managed Care and Hemophilia and a legislative fact sheet.

Members request an opportunity to review the information Tonya
provided before deciding on whether to provide a letter of support.
Piper will disseminate the information, and members will have an
opportunity to vote to provide a letter of support via email or
SurveyMonkey. Tonya noted that there are over 100 Medicaid
patients in IA, and that it averages $250,000 to treat one person
with hemophilia per year.

Policy for release of
data

Members reviewed the draft of the policy for the release of CCID
data, including newborn and maternal prenatal screening data.
Edits were suggested. Piper will make the recommended edits and
post it for approval via email or SurveyMonkey.

Research proposal

Dr. Ben Darbro and Dr. Travis Henry presented a research
proposal “Newborn screening and Genotype-Phenotype
Associations in Immunodeficient Children with 22q11.2 Deletion.
(Presentation and proposal attached.) 22q11.2 is the most
common and significant SCID “false positive” — screen is not
positive for SCID, but is significant for the secondary disorder of
22q11.2 deletion. This project would benefit newborns as it
validates the screening process for targeting 22q11.2 deletion
specifically. The project aims are to 1. Establish performance
metrics for the detection of the 22q microdeletion by the TREC
assay (current assay used for SCID screening). 2. Establish the
correlation between TREC assay positive 22q deletion patients and
the incidence of functional immune system dysfunction and an
alternative measure of T-lymphocyte numbers. 3. Discover
candidate modifier genes for T-lymphocyte depletion and immune
dysfunction in children with 22q deletion. The researchers
propose to use retrospective 22q samples from TREC assays
already completed through the SCID pilot (half TREC + and half
TREC -) linked with an already completed chart review to conduct
a Proximity Ligation Assay (PLA) to determine those appropriate
for Exome Sequencing. The development of this testing process
may improve SCID screening; provide confirmation of immune
defects and provide benefit to the lowa Newborn Screening
Program; and 22q deletion sequencing data may identify genes
associated with impaired immune response and provide improved
clinical intervention at an earlier time.

Discussion:

Dr. Paul Romitti — What is the project specifically asking this
committee? - Darbro — Asking to associate data from previous
TREC assays from SCID pilot with their database, and to use
residual newborn screening specimens from + and — specimens to
test PLA.

CIDAC Members — Is this considered newborn screening new test
development or is this considered research? Is informed consent
required? Henry — U of I IRB has waived consent because this is
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using data already collected. Not sure of new test QA/QI vs.
research.

Piper — suggested PIs discuss proposal with Heather Adams, IDPH
Assistant Attorney General, for opinion of new test development
vs. research, prior to proceeding with presentation to RERC.

Boulis - Is there potential to compare 22q deletion testing through
non-invasive prenatal screening with specimens collected through
this project? — Darbro — That would be beyond the scope of this
specific proposal, but would be an interesting study. Boulis — Labs
providing non-invasive prenatal testing have not demonstrated the
efficacy of this screening. Would be beneficial to compare. Darbro
— All these labs’ work is proprietary, so it would be interesting to
do a comparison study.

Romitti moved that the premise of the research proposal be
approved, pending Heather Adams’ recommendation. Boulis
seconded. Motion passed on voice vote with two abstentions.

ColIN Timeliness in
Newborn Screening

Project

Carol Johnson presented an overview of the state’s timeliness in
newborn screening Collaborative Improvement and Innovation
Network project. Iowa has a goal of 95% of newborn screening
collection forms being received by the State Hygienic Laboratory in
Ankeny within 60 hours of birth. Birthing facilities will be provided
with infographic reports on at least a quarterly basis that will
describe their status in meeting the state goal. ColIN team
members will work with birthing facilities to lead a QI process
specific to their organization’s needs in order to meet the goal.
ColIN Team members are Stan Berberich, Team lead; Carol
Johnson; Laura Malone from the Iowa Hospital Association;
Kristen Ernsperger from Mercy Medical Center Des Moines; Ashley
Comer from the State Hygienic Lab; Kim VonAhnson from
UnityPoint Des Moines’ Lab, and Kim Piper.

Next meeting date
and agenda

The next meeting will be July 24 from 12:00 pm to 2:00 pm “ish” via
conference call.

Adjournment

Meeting adjourned at 3:20 pm.
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lowa Department of Public Health Center for Congenital and Inherited Disorders

Release of Data Policy and Procedure

l. Overview

The lowa Newborn Screening Program (INSP) and the lowa Maternal Prenatal Screening Program
(IMPSP) are public health programs administered by the Center for Congenital and Inherited
Disorders (CCID) at the lowa Department of Public Health. The lowa Department of Public Health
(IDPH) is governed by lowa’s Open Records law and generally provides public access to all records it
maintains (lowa Code chapter 22). In addition, IDPH is committed to providing information, data, and
records to the public and the media to promote and protect the health of the population.

However, lowa law also provides that certain information, data, and records maintained by IDPH are
confidential and may not be disclosed to the public. For purposes of this Policy, a “confidential public
health record” includes a record, certificate, report, data, dataset, or information which is confidential
under federal or state law the above-cited provisions or other provision of federal or state law.

The purpose of this policy is to outline the legal status of confidential newborn screening data, provide
guidance regarding the disclosure of confidential public health information, and describe the procedure
for requesting data from the INSP and IMPSP programs.

These guidelines are generally applicable to all confidential public health records within the IDPH,
including newborn screening and maternal prenatal screening data.

1. Definitions

Anonymized. Permanently dissociating a specimen or data from any personally identifiable information
(PN) of the index individual or their parents or relatives.

Confidentiality. Assurance that Pll is accessed by authorized individuals only and is not shared without
express authorization of the parent or legal guardian of the index individual.
“Confidential public health record” includes a record, certificate, report, data, dataset, or information
which is confidential under federal or state law. This includes personally identifiable medical information
provided for the purpose of studies to reduce morbidity or mortality. lowa Code §§ 135.40, 135.41.
Confidential Information
As a general rule, public health records which contain personally identifiable information of a health-
related nature are confidential under lowa law.
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For examples, IDPH is required by law to generally maintain the confidentiality of the following
records:

1. Hospital records, medical records, and professional counselor records of the condition,
diagnosis, care, or treatment of a patient. lowa Code § 22.7(2).

2. Personally identifiable medical information provided for the purpose of studies to reduce
morbidity or mortality. lowa Code §§ 135.40, 135.41.

3. Personally identifiable information and business identity related to a reportable disease or
condition. lowa Code § 139A.3; lowa Code §§ 139A.30 - 32.

4. Personally identifiable information contained in IDPH registries, including the Statewide
Trauma Registry, Immunization Registry, Central Registry for Brain or Spinal Cord Injuries, and
Congenital and Inherited Disorder Registry. lowa Code §§ 147A.25, 147A.26; 641 IAC 136.2(5);
lowa Code section 22.7(2); 641 IAC 7.12; lowa Code § 135.22; lowa Code §136A.7.

5. Vital statistics records. lowa Code § 144.43. (IDPH may release confidential records through
research and data use agreements.)

6. Records which contain identifiable information related to a child’s newborn hearing screening,

rescreening, and diagnostic audiologic assessment. 641 IAC 3.10.

Perinatal program surveys and reports. lowa Code § 135.11(28).

8. Records containing identifiable information related to a child’s newborn screening,
rescreening, follow-up, diagnosis and referral. lowa Code § 136A. 641 IAC 4.

~

De-identified. Specimens or data that have all Pll of the index individual or Pll of the parents or relatives of
the index individual removed and stored separately. Specimens or data alone can now neither identify nor
provide a reasonable basis to identify the index individual or the parents of the individual from which the
specimen was collected. A third party maintains a code that can allow for the specimen or data to be re-
linked to PIl if necessary.

Identified. Specimens or associated data which contain any information that directly or could reasonably be

said to indirectly allow the linkage of a NBS blood spot or data derived from the blood spot back to the index

individual or the parents and relatives of the index individual from which the specimen was collected.
Identifiable information (or identifiers) includes information that can be used to directly establish the
identity of a person, such as a name, address, or unique identifying number. Identifiable information also
includes information that can be used to indirectly establish the identity of a person by linking such
information or data with external information that allows for identification of the person, such as
obituaries, newspaper articles, or information on public websites.

While DNA from anonymized or de-identified newborn screening dried blood spot specimens is not
considered readily identifiable information according to the “Common Rule” (Federal Policy for the
Protection of Human Subjects 2008; Office of Human Research Protections, U.S. Department of Health and
Human Services 2004), DNA-related information obtained through newborn or maternal prenatal screening
follow up will be considered confidential information and will not be released without consent of the index
patient or their guardian.
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1. Release of Aggregate or Tabulated Data

As programs of IDPH, INSP and IMPSP are generally authorized to release data from a confidential public
health record to the public so long as such release could not result in the identification of a person.
IDPH may therefore generally release information or data in an aggregate or a tabular format. The
determination of whether the release of aggregate information or tabular data would result in the
identification of a person may be straightforward.

Oftentimes, the determination of whether the release of information is consistent with confidentiality
restrictions is complex and may require additional analysis and consultation with these guidelines including
the department’s legal counsel and data use advisors.

In determining whether release of aggregate information or tabular data would result in the identification of
a person, IDPH will generally follow the Centers for Disease Control and Prevention’s (CDC) scientifically
acceptable principles for confidentiality protection. IDPH has relied upon selected guidelines from the CDC'’s
Staff Manual on Confidentiality, the National Center for Health Statistics Staff Manual on Confidentiality, and
the CDC-CSTE Intergovernmental Data Release Guidelines Working Group Report: CDC-ATSDR Data Release
Guidelines and Procedures for Re-Release of State-Provided Data, in preparing this policy. In addition, IDPH
relied in part upon the Washington State Health Department’s Guidelines for Working with Small Numbers
in developing this policy. These sources can be found on agency specific web-sites.

In general, the following guidelines apply to the release of confidential public health records by IDPH:
Disclosure of Personal Identifiers Prohibited.
e IDPH shall not release information which directly identifies a person named in a confidential public
health record, including name, address, telephone number, social security number, medical record
number, exact date of subject’s birth, or other direct identifiers.

e |DPH shall not knowingly release information which can be used to indirectly establish the identity
of a person named in a confidential public health record by the linking of the released information
or data with external information which allows for identification of such person.

See Section V. below concerning release of data to the media.

e |IDPH shall not respond to inquiries about a confidential public health record which include direct
personal identifiers in a manner which confirms an inquiry.

Aggregate Data Values

e When releasing information from confidential public health records, IDPH will expand or broaden
the identifier fields as needed in order to prevent identification. Common methods for preventing
identification include:
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o Redacting (removing) variables which directly identify a person, including name, address,
telephone number, social security number, medical record number, exact date of case-
patient’s birth, or other direct identifiers

o Collapsing continuous/interval data (e.g., age, date of occurrence) into broad categories

o Collapsing ordinal data (e.g., location, geography) into broad categories

o Suppressing of small numbers to ensure confidentiality

Use Numerator/Cell Size Rules for Data Aggregation or Suppression

When releasing information from confidential public health records, IDPH and local boards of health and
health departments should use numerator/cell size rules to either guide selection of groupings of
aggregated data values, or if aggregation is insufficient, to suppress release of certain cells in a table. IDPH
should not release data if the numerator cell size is five or fewer: numerator cell size counts of one, two,
three, four, and five should not generally be disclosed. A count of no cases or events in the cell is not a
threat to confidentiality and may be released, but a count of one, two, three, four, or five cases or events
is a threat to confidentiality and should not be released.

Use Denominator/Population Size Rules for Data Aggregation or Suppression

When releasing information from confidential public health records, IDPH should use
denominator/population size rules to either guide selection of groupings of aggregated data values, or if
aggregation is insufficient, to suppress release of certain cells in a table. Prior to disseminating the
information, IDPH should consider the size of the denominator (the population size represented in each
cell of a table). Data should not be released if the total population from which the data are drawn is less
than a certain size, based on the premise of a size sufficiently large enough that no subcell of the variables
contained in the data would be expected to be smaller than a certain size. Generally, tabular data based
on denominations greater than 300 persons per cell present minimal risk for personal identification.
Caution should be exercised if the cell’s population size is between 100 and 300, and release should not
occur if the population is less than 100.

v. Summary

e IDPH shall not release information which directly identifies a person named in a confidential public
health record, nor respond to inquiries in a manner that confirms the identity of a person.

e IDPH should generally not report cells with counts of five or fewer.
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IDPH should be cautious when reporting rates or ratios based on denominators less than 300 and
should not disclose data based on denominators less than 100.

IDPH should be cautious when reporting a specific disease in a minority population if a high proportion
of the minority population has this disease, or if the disease is primarily found in a specific population.

When producing tables, IDPH should be careful that users cannot derive confidential information
through a process of subtraction.

Release of Data to the Media

An important mission of public health is informing the public through the media about issues which impact
the public’s health. CCID staff will collaborate with the IDPH public information officers and other
appropriate staff to determine the content, nature, and scope of information to be released to the media.

When releasing demographic information regarding specific case-patients to the media, if there is a
guestion about the specificity of information which should be disclosed consultation should be sought
from legal counsel prior to release of the information.

VI.

Limited Exceptions Which Authorize Release of Personally Identifiable Information

In addition to those disclosures of information authorized above, lowa law also allows IDPH to disclose
confidential information under the following circumstances:

e Confidential public health records and information may be shared by and between IDPH employees and

local board of health and health department employees who have a need for the information in the
performance of their duties. (641 IAC 175.10(2)”a” & “e”, 641 IAC 1.17(3)”a” & “b”, lowa Code
141A.9(7)). Hence, IDPH and local health department employees may share any information necessary
to effectively conduct a disease investigation.

e Confidential public health records and information may be shared with public health departments in

other states or the CDC or other federal agencies when necessary for the other entity to perform their
duties or as necessary to conduct the investigation. (641 IAC 175.10(2)”e”, 641 IAC 1.17(3)"d”, lowa
Code §§ 141A.9(8)). Confidential information provided to other departments retains its confidential
status and shall not be re-released by the receiving entity. In general, however, CDC and other federal
agencies do not receive or retain individual identifying information.

o Public health records and information may be shared with other state governmental entities when

necessary for those entities to perform their job duties. However, this information must be kept
confidential by the receiving agency. In most situations, a Data Sharing Agreement may be required.
Please consult the Research and Ethics Review Committee (RERC) in these situations. (641 IAC
175.10(2)"d” & “e”, 641 IAC 1.17(3)"d").
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e Public health records may be released to the subject of the record upon receipt of a written

authorization for release from the subject or the subject’s legal representative. (641 lowa
Administrative Code 175.12, lowa Code §§ 141A.9(2)”a”). IDPH should exercise caution to ensure that
other confidential information (i.e. reference to other ill individuals) contained in the report is redacted
prior to release to the subject.

e Public health records may be released in response to a court order or subpoena. (641 IAC 175.9(2)"g”,

lowa Code §§ 141A.9(2)”g”). Review shall be performed by the IDPH’s legal counsel or local board of
health and health department’s legal counsel prior to release.

o |IDPH may share personally identifiable information regarding diseases, health conditions, unusual

VII.

clusters, or suspicious events that may be the cause of a public health disaster with the department of
public safety, the homeland security and emergency management division of the department of public
defense, and other appropriate federal, state, and local agencies and officials. (lowa Code § 135.145(2)).
The sharing of such information must be restricted to only that information necessary to prevent,
control, and investigate the public health disaster. (lowa Code § 135.145(3)).

Penalties for Unauthorized Release of Information

A person who knowingly violates the confidentiality statutes and administrative rules cited above may be
subject to criminal prosecution for a simple misdemeanor and may be subject to disciplinary action under
IDPH or the relevant county’s personnel policies, up to and including discharge from employment. A person
who releases HIV/AIDS information is subject to criminal prosecution for an aggravated misdemeanor and is
subject to civil action and civil penalties, and may be subject to disciplinary action under IDPH or the relevant
county’s personnel policies, up to and including discharge from employment. (lowa Code §§ 139A.25,
141A.11).

In addition, while IDPH is not a covered entity under the Health Insurance Portability and Accountability Act
of 1996 (HIPAA), local boards of health and health departments generally are covered entities, and may
therefore be subject to an enforcement action under HIPAA if the local board of health or health department
releases protected health information in violation of that regulation. Local boards of health and health
departments should seek advice from their legal counsel to ensure their compliance with the federal law.

Procedure for Requesting Data from INSP or IMPSP Programs

Research to Benefit the Public Health

Research using INSP or IMPSP data shall be allowed only in instances where research would further:
newborn screening activities; general medical knowledge for existing public health surveillance
activities; public health purposes; or medical knowledge to advance the public health. Products from
approved research such as data or publications are not stored or maintained by the INSP.
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Investigators shall submit proposals to use INSP or IMPSP data to the Executive Officer for the CCID.

Any intended use of the requested data as part of the research study must be clearly delineated in the
proposal. Before research can commence, proposals shall be approved by the researcher’s institutional
review board, the Congenital and Inherited Disorders Advisory Committee (CIDAC), and the IDPH RERC.

1. Requests for use of INSP or IMPSP Data
Researchers shall submit a proposal to the Executive Officer for the CCID within the IDPH.
Documentation of human subjects review committee approval, a list of requested variables, resume or
biosketch, and a completed Application for Access to Public Health Data for Research Agreements shall
accompany the proposal.

The proposal shall:

a)

b)

g)
h)

Discuss project objectives, methodology, and rationale of how it will benefit the public
health.

Identify the person or persons who will perform the study, their qualifications and
organizational affiliation.

Describe the data needed for the study and anticipated duration of the study.
Describe if and how requested data will be linked to other data set(s).

Describe how the confidentiality and privacy of information will be assured.

Discuss how long the data will be kept and how the data will be discarded at the conclusion
of the study.

Describe how the results will be disseminated.

Indicate that INSP/IMPSP data will be used only for the purpose stated in the proposal.

2. Review process:

a)

b)

d)

3/24/2015

The Executive Officer for CCID will distribute the proposal to the Center for Congenital and
Inherited Disorders Advisory Committee (CIDAC) members and schedule a presentation of
the proposal by the researcher to CIDAC members.

CIDAC will provide their written recommendations to the Executive Officer for CCID within
two weeks of the presentation.

The Executive Officer for CCID will forward the CIDAC recommendations and the proposal to
the RERC.

The RERC shall give final approval of proposals on behalf of the director of IDPH. The RERC
coordinator will provide a written reply to the researcher within two months of receiving
proposal from CIDAC and notify the Executive Officer of CCID. A Data Sharing Agreement may
need to be completed at the discretion of the RERC. (Data sharing agreement (DSA): A legal
contract between IDPH and any external entity (including other departments within state
government and Regent’s institutions) in which parties agree to exchange specified
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variables within a dataset, or in some cases paper files, at identified intervals of time, and
use of the data does not meet the conditions of initiating a research agreement.)

e) All research staff with access to the data will be required to sign a Research Agreement
prior to release of the data. The Executive Officer for CCID will contact the researcher to
coordinate the release of project-related data.

f) The term of the Research Agreement is two years. Upon completion of the research or
within 60 days of the expiration of the Research Agreement, the researcher must submit a
Confirmation of Destruction Form. If the research will extend beyond two years, a
continuation application must be submitted at least 60 days prior to the expiration date of
the agreement.

1. Access to INSP and IMPSP Data

Only authorized INSP and IMPSP personnel shall have access to program data. This includes authorized
CCID staff, State Hygienic Laboratory staff, and screening follow up staff at The University of lowa
Department of Pediatrics, Division of Medical Genetics, and the Department of Obstetrics and
Gynecology. INSP/IMPSP data shall only be released to researchers upon documentation of project
approval, and description of data needed. Fees may be charged to cover costs for procurement of
requested data.
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CIDAC Subcommittee
10:00 AM - 12:00 PM
June 26, 2015
Video/Audio Conference

Attendees
Kim Piper Carol Johnson L1 | Kristen Ernsperger
Sandra Daack-Hirsch Heather Adams Brenda Walker
Stanton Berberich (] | Sarah Dricken Gretchen Cress
(] | Karen Westercamp [ | Danish Shirazi O
[ | Francis Degnin Paul Romitti O
Agenda Item Discussion Follow Up
Introductions Introductions were made for new members.
Review of X Approved
Minutes [ICorrections made and approved

Administrative
Rules

Will need to change the action date and will need to amend the rules. Kim, Stan and
Heather attended a meeting specific on retention of blood spots. In follow up from what
was learned at the meeting:

Issues at the federal level are driving the work. Has been a change in the federal
law and whether or not release of anonymized DBS needs consent.

There will be another law that will lay the ground work for retention and release. A
final amendment to the common rule will be drafted. Preliminary is expected
within 6 months from legislation enactment, and final to be enacted within 12
months.

The DBS is identifiable information in itself. Will need to get active informed
consent to retain and release DBS for purpose of research.

Because DNA is identifiable the common law may require a more restrictive active
consent process; although Kim feels a general consent may be acceptable (e.g.,
consent for storage and use of de-identified samples by researhers) for now. The
common law may require that researcher needs to re-consent for the use of DBS




for their specific research project. In that case our procedure would be to consent
for the storage of DPS and contact information and some mechanism that allows
researchers to contact and consent all eligible subjects.

e Immediate needs for the work of the committee is to change the action date in the
administrative rules — need to delay the date. Competing interests are keeping the
momentum and needing to be practical in understanding the work that needs to
be done.

e Other obstacles: Although the work of this committee was to identify the
consenting process, the committee feels funding is a challenge to identifying a date
— feel the committee has made progress on the need and process for consent but
the funding issue remains key.

e Suggestions: to amend the rules to say we will have a consenting process in place
that is dependent on available funding. The costly part of the process will be
actually obtaining the consent with a process that can be universally used and
provides informed consent for the parents. July 1, 2017 proposed action date.

e Heather feels the additional 6 months is acceptable. There is also precedence in
lowa laws for language that states policies/procedures will be conducted pending
funding.

e Would need to set up timeline of expectations.

e Will also need to amend the rules regarding storage of the DBS and uses by the lab.
Will retain for the first year and beyond that will require consent.

e Timeline for administrative rule — at CIDAC meeting in July, will submit
recommendation to committee and then move to Board of Health to have rules
noted, November State Board of Health will hopefully recommend for adoption
with effective date of January 2016.

e If want to use DBS now, researcher will have to obtain informed consent from the
parent. If parent does not want information released for, the parent will need to
send letter to the State Genetics Coordinator at the IDPH. Information is on the
website. State Hygienic Lab should follow procedures written in lowa
Administrative Code 641 IAC 4 until committee designates a new procedure.

Vote on Date

July 1, 2017 or earlier if completed prior — approved by consensus of the committee.




Michigan Example

Provided by Kim. Michigan has had good success with their process.

Info for the Kim will send out information for review and next meeting will be a working meeting.
Committee
Action Date July 1, 2017 or earlier if work is completed.

Next Meeting

Kim will send out a meeting request.

Kim




PUBLIC HEALTH DEPARTMENT|[641]
Notice of Intended Action

Pursuant to the authority of 136A.8, the Department of Public Health hereby gives Notice
of Intended Action to amend Chapter 4, “Center for Congenital and Inherited Disorders,” Iowa
Administrative Code.

The proposed amendments:

Clarify the description of informed consent to include informed consent for storage of the
residual newborn screening specimen in addition to the release of the residual newborn screening
specimen for research use.

Revise the timeline for the development of policies and procedures for obtaining informed
consent, and indicates policies and procedures will be implemented pending funding availability.

Clarify the use of residual newborn screening specimens for newborn screening operations,
including the use of linked specimens in feasibility studies approved by the Congenital and
Inherited Disorders Advisory Committee (CIDAC) for the purpose of incorporating new tests or
evaluating new test methodologies, when clinical validity, reliability, and utility of the new
methodologies have already been demonstrated.

Add a statement about the storage of maternal prenatal screening program data to be
consistent with the rule for storage of newborn screening program data.

Revise the process for researchers to request information from the Iowa Registry for
Congenital and Inherited Disorders to remove the IRCID internal advisory committee, which no

longer exists, and replace with the CIDAC.



These proposed amendments have been reviewed by the Congenital and Inherited
Disorders Advisory Committee and interested individuals within the field.

Any interested person may make written comments or suggestions on the proposed
amendments from September 16, 2015 through October 6, 2015. Such written comments should
be directed to Kimberly Noble Piper, State Genetics Coordinator, Center for Congenital and
Inherited Disorders, Department of Public Health, Lucas State Office Building, 321 East 12
Street, Des Moines, lowa 50319. Fax 515-725-1760. E-mail may be sent to

Kimberly.piper@idph.iowa.gov.

After analyses and review of this rule making, the impact on jobs is anticipated to be
minimal.

These amendments are intended to implement lowa Code chapter 136A, and Iowa Code
section 135.131.

The following amendments are proposed.

ITEM 1 Amend paragraph 4.3(2)“e” as follows:

e. Informed consent for the storage and release of residual specimens for research use.

As funding is available, the department shall establish policies and procedures, including an
informed consent for the storage and release of specimens for research, to allow a parent or
guardian the ability to provide informed consent prior to the release of the newborn’s residual
newborn screening specimen for research purposes. The parent or guardian, birthing facility or
attending health care provider shall submit the-informed-censentform documentation of
informed consent to the central laboratory or its designee pursuant to established policy and

procedure. The informed consent procedure shall apply to all specimens collected on or after


mailto:Kimberly.piper@idph.iowa.gov

January12616 July 1, 2017. For specimens collected prior to January1;2046 July 1, 2017 a

parent or guardian may send a letter stating that the newborn’s specimen is not to be released for

research purposes. This letter shall include the parent’s or guardian’s name, the newborn’s name

at birth, and the newborn’s date of birth. The letter of notice shall be sent to the State Hygienie

AnkenyTowa50023-9093 State Genetics Coordinator at the Towa Department of Public Health,

321 E. 12th Street, Des Moines, IA 50319-0075.

ITEM 2. Amend paragraph 4.3(8)*“c” as follows:
c¢. Research. A An identified residual newborn screening specimen may be released for
research purposes only if writter informed consent has been received from a parent or guardian of

the child, or the individual adult upon whom the screening was performed;. A de-identified residual

newborn screening specimen may be released for research purposes without informed [consent. In

addition, and for de-identified and identified residual newborn screening specimens, each of the

following conditions is_shall be satisfied:

ITEM 3 Amend paragraph 4.3(8)“d” as follows:

d. Newborn screening program operations. Residual DBS specimens may be used for
activities, testing, and procedures directly related to the operation of the newborn screening
program, including confirmatory testing, laboratory quality control assurance and improvement,
calibration of equipment, evaluation and improvement of the accuracy of newborn screening tests,
and validation of equipment and screening methods, and the use of linked specimens in feasibility

studies approved by the Congenital and Inherited Disorders Advisory Committee for the purpose

{Commented [PK1]: Heather Adams, should we say this? }




of incorporating new tests or evaluating new test methodologies when the clinical validity and

reliability of the test methodologies have previously been determined.

ITEM 4. Amend subparagraphs 4.7(6)“e”(1) and (2) as follows:

(1) All proposals for research using the IRCID data to be conducted by persons other than
program staff shall first be submitted to and accepted by the researcher’s institutional
review board. Proposals shall then be reviewed and approved by CIDAC and the

department and—the IRCID s—internal —advisery—committee before research can

commence.
(2) The IRCID shall submit to the JREHD s-internal-advisory-committee CIDAC and the
department for approval a protocol describing any research conducted by the IRCID in

which the IRCID deems it necessary to contact case subjects and controls.

ITEM 5. Amend subrule 4.11(136A), introductory paragraph, as follows:
641—4.11(136A) Purpose. CIDAC represents the interests of the people of lowa and assists in
the development of programs that ensure the availability of and access to quality genetic and
genomic health care services by all residents. The committee advises the director regarding

issues related to genetics and hereditary and eengential congenital disorders.
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CHAPTER 4

CENTER FOR CONGENITAL AND INHERITED DISORDERS
[Prior to 7/29/87, Health Department[470]]

641—4.1(136A) Program overview. The center for congenital and inherited disorders within the
department of public health provides administrative oversight to the following: Iowa newborn
screening program, lowa maternal prenatal screening program, regional genetic consultation service,
neuromuscular and related genetic disease program, lowa registry for congenital and inherited disorders,
and Towa early hearing detection and intervention program.

4.1(1) Advisory committee. The center for congenital and inherited disorders advisory committee
represents the interests of the people of lowa and assists in the development of programs that ensure
the availability of and access to quality genetic and genomic health care services by all residents. The
committee advises the director of the department of public health regarding issues related to genetics and
hereditary and congenital disorders and makes recommendations about the design and implementation
of the center’s programs.

4.1(2) Genetics coordinator. The state genetics coordinator assigned within the department provides
administrative oversight to the center for congenital and inherited disorders program within Iowa.

4.1(3) Title V. The center for congenital and inherited disorders has an association with the state Title

V maternal child health program to promote comprehensive services for women, infants and children.
[ARC 0664C, IAB 4/3/13, effective 5/8/13; ARC 1747C, IAB 12/10/14, eftective 1/14/15]

641—4.2(136A) Definitions. For the purposes of this chapter, the following definitions shall apply:

“Anonymized specimen” means a specimen that cannot be traced back to or linked with the particular
individual from whom the specimen was obtained.

“Attending health care provider” means the licensed physician, nurse practitioner, certified midwife
or physician assistant providing care to an infant at birth.

“Birthing facility” means a private or public facility licensed pursuant to Iowa Code chapter 135B
that has a licensed obstetric unit or is licensed to provide obstetric services.

“Center” means the center for congenital and inherited disorders within the Iowa department of
public health.

“Central laboratory” means the state hygienic laboratory (SHL), which is designated as the
screening laboratory to perform testing and reporting for the lowa newborn screening and lowa maternal
prenatal screening programs.

“Central registry” means the lowa registry for congenital and inherited disorders (IRCID).

“Committee” means the congenital and inherited disorders advisory committee (CIDAC).

“Consulting physician” means a physician designated by the center for congenital and inherited
disorders to interpret screen results and provide consultation to a licensed health care provider.

“Critical congenital heart disease” or “CCHD” means the presence of one or more specific
heart lesions: hypoplastic left heart syndrome, pulmonary atresia, tetralogy of Fallot, total anomalous
pulmonary venous return, transposition of the great arteries, tricuspid atresia, and truncus arteriosus.

“Department” means the lowa department of public health.

“Director” means the director of the lowa department of public health.

“Discharge’” means a release of an infant from a hospital or birth center.

“Early ACCESS” means lowa’s Individuals with Disabilities Education Act (IDEA), Part C, program
for infants and toddlers. Early ACCESS is a statewide, comprehensive, interagency system of integrated
early intervention services that supports eligible children and their families as defined in 281—Chapter
120.

“Early hearing detection and intervention program” means lowa’s newborn hearing screening and
follow-up program which ensures that all newborns and toddlers with hearing loss are identified as early
as possible and provided with timely and appropriate audiological, educational and medical intervention
and family support.

“Follow-up program” means the services provided to follow up on an abnormal screening result.


https://www.legis.iowa.gov/docs/ico/chapter/135B.pdf
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“Guardian” means a person who is not the parent of a minor child, but who has legal authority to
make decisions regarding life or program issues for the child.

“Health care provider” means a licensed physician, nurse practitioner, certified nurse midwife,
registered nurse, or physician assistant providing medical care to an individual.

“lowa maternal prenatal screening program” or “IMPSP” means a program that provides a
screening test designed to identify women with an increased risk of having a baby with a congenital or
inherited disorder or women at risk of developing a problem later in pregnancy.

“Newborn critical congenital heart disease (CCHD) screening” means the screening of newborns
for seven targeted heart conditions (hypoplastic left heart syndrome, pulmonary atresia, tetralogy of
Fallot, total anomalous pulmonary venous return, transposition of the great arteries, tricuspid atresia,
and truncus arteriosus) using pulse oximetry or other means to detect blood oxygen saturation levels.

“Primary health care provider” means a licensed physician, physician assistant, nurse practitioner,
or certified nurse midwife providing ongoing primary medical care to a patient.

“Receiving facility” means the facility receiving an infant from a birthing facility.

“Residual maternal prenatal serum screening specimen” means the portion of the specimen that may
be left over after all necessary activities of the lowa maternal prenatal screening program are completed.

“Residual newborn screening specimen” means the portion of the dried blood spot specimen that
may be left over after all activities necessary for the lowa newborn screening program are completed.

“Specialty genetics provider” means a geneticist, genetic nurse, or genetic counselor.

“State hygienic laboratory” or “SHL” means the designated central testing laboratory.

“Transferring facility” means the birthing facility that transfers the infant to another facility.
[ARC 7981B, TAB 7/29/09, effective 9/2/09; ARC 0664C, IAB 4/3/13, effective 5/8/13; ARC 1747C, 1AB 12/10/14, effective 1/14/15]

641—4.3(136A) Iowa newborn screening program (INSP). This program provides comprehensive
newborn screening services for hereditary and congenital disorders for the state.

4.3(1) Newborn screening policy.

a. All newborns and infants born in the state of lowa shall be screened for all congenital and
inherited disorders specified by the center and approved by the state board of health.

b.  As new disorders are recognized and new technologies and tests become available, the center
shall follow protocols developed by the department in regard to the addition of disorders to or the deletion
of disorders from the screening panel. The state board of health shall provide final approval for the
addition of disorders to or the deletion of disorders from the screening panel.

c¢.  The center may monitor individuals identified as having a genetic or metabolic disorder for
the purpose of conducting public health surveillance or intervention and for determining whether early
detection, treatment, and counseling lead to the amelioration or avoidance of the adverse outcomes of
the disorder. Birthing facilities and health care providers shall provide patient data and records to the
center upon request to facilitate the monitoring. Any identifying information provided to the center shall
remain confidential pursuant to lowa Code section 22.7(2).

d.  For purposes of newborn screening, the department shall collect newborn screening specimens
and data, test the specimens for disorders on the universal screening panel, conduct follow-up on
abnormal screening results, conduct quality improvement and quality assurance activities, and store
specimens for a time period determined by policies established by the CIDAC and the department.

4.3(2) Newborn blood spot screening procedure for facilities and providers.

a. Educating parent or guardian. Before a specimen from an infant is obtained, a parent or
guardian shall be informed of the type of specimen, how it is obtained, the nature of the disorders for
which the infant is being screened, the consequences of treatment and nontreatment, and the retention,
use and disposition of residual specimens.

b.  Refusal of screening. Should a parent or guardian refuse the screening, said refusal shall be
documented in the infant’s medical record, and the parent or guardian shall sign the refusal of screening
form. The birthing facility or attending health care provider shall submit the signed refusal of screening
form to the central laboratory within six days of the refusal. The birthing facility or attending health care


https://www.legis.iowa.gov/docs/ico/section/22.7.pdf
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provider may submit refusal forms via the courier service established for the transportation of newborn
screening specimen collection forms.

c.  Collection of specimens. A filter paper blood specimen shall be collected from the infant
between 24 to 48 hours after the infant’s birth. A specimen shall not be collected from an infant less
than 24 hours after birth except as follows:

(1) A blood specimen must be collected before any initial transfusion, even if the infant is less than
24 hours old.

(2) A blood specimen must be collected before the infant leaves the hospital, whether by discharge
or by transfer to another hospital, even if the infant is less than 24 hours old.

d.  Submission of specimens. All specimens shall be delivered via courier service or, if courier
service is not available, forwarded by first-class mail or other appropriate means within 24 hours after
collection to the SHL.

e. Informed consent for the release of residual specimens for research use. The department shall
establish policies and procedures, including an informed consent for release of specimens for research,
to allow a parent or guardian the ability to provide informed consent prior to the release of the newborn’s
residual newborn screening specimen for research purposes. The parent or guardian, birthing facility or
attending health care provider shall submit the informed consent form to the central laboratory pursuant to
established policy and procedure. The informed consent procedure shall apply to all specimens collected
on or after January 1, 2016. For specimens collected prior to January 1, 2016, a parent or guardian may
send a letter stating that the newborn’s specimen is not to be released for research purposes. This letter
shall include the parent’s or guardian’s name, the newborn’s name at birth, and the newborn’s date of
birth. The letter of notice shall be sent to the State Hygienic Laboratory at Newborn Screening Program,
State Hygienic Laboratory, 2220 S. Ankeny Blvd., Ankeny, lowa 50023-9093.

4.3(3) Primary health care provider responsibility.

a.  The health care provider shall ensure that infants under the provider’s care are screened.

b.  Procedures for specimen collection for newborn blood spot screening shall be followed in
accordance with 4.3(2).

¢. A physician or other health care professional who undertakes primary pediatric care of an infant
delivered in lowa shall arrange for the newborn screening if a newborn screening result is not in the
infant’s medical record.

4.3(4) Birthing facility. The birthing facility shall ensure that all infants receive newborn screening.

a. Designee. Each birthing facility shall designate an employee to be responsible for the newborn
screening program in that institution.

b.  Procedures for specimen collection for newborn screening shall be followed in accordance with
4.3(2).

c.  Transfer. The following shall apply if an infant is transferred:

(1) If an infant is transferred within the hospital for acute care, the newborn nursery shall notify
the acute care unit of the status of the newborn screening. The acute care unit shall then be responsible
for the status of the newborn screening prior to discharge of the infant.

(2) If the infant is transferred to another facility within the state, the facility shall notify the
receiving facility of the status of the newborn screening. The receiving facility shall then be responsible
for completion of the newborn screening prior to discharge of the infant.

d. Discharge. Each birthing facility shall collect a newborn screening specimen on every infant
prior to discharge, including under the following circumstances:

(1) The infant is discharged or transferred to another facility before the infant is 24 hours old.

(2) The infant is born with a condition that is incompatible with life.

(3) The infant has received a transfusion.

e. Notification. The birthing facility shall report the newborn screening results to the health care
provider who has undertaken ongoing primary pediatric care of the infant.

4.3(5) SHL responsibility. The SHL shall:

a. Contract with a courier service to provide transportation and delivery of newborn screening
specimens.
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b.  Contact all birthing facilities to inform them of the courier schedule.

¢.  Process specimens within 24 hours of receipt.

d. Notify the submitting health care provider, birthing facility, or drawing laboratory of an
unacceptable specimen and the need for another specimen.

e. Report a presumptive positive screen result within 24 hours to the consulting physician or the
physician’s designee.

1 Distribute specimen collection forms, specimen collection procedures, refusal of newborn
screening forms, and other materials to drawing laboratories, birthing facilities, and health care
providers.

g Report normal and abnormal screening results to the submitting facility or provider.

h.  Submit a written annual report of the previous calendar year to the center by July 1of each year.
This report shall include:

(1) Number of infants screened,

(2) Number of repeat screens,

(3) Number of presumptive positive results by disorder,

(4) Number of rejected specimens,

(5) Number of waivers,

(6) Results of quality assurance testing including any updates to the INSP quality assurance
policies, and

(7) Screening and educational activity details.

i.  In collaboration with the program consulting physicians, submit a proposed budget and
narrative justification for the upcoming state fiscal year by January 31 of each year.

j. Act as fiscal agent for program expenditures encompassing the analytical, technical,
administrative, educational, and follow-up costs for the screening program.

k. Submit a fiscal expenditures report to the center within 90 days after the end of the state fiscal
year.

4.3(6) Follow-up program responsibility. Follow-up programs shall be available for all individuals
identified by the newborn screening as having an abnormal screen result.

a. The follow-up activities shall include care coordination, consultation, recommendations for
treatment when indicated, case management, education and quality assurance.

b.  The follow-up programs shall submit a written annual report of the previous calendar year by
July 1 of each year. The report shall include:

(1) The number of presumptive positive results and confirmed positive results by disorder,

(2) Number of confirmed cases receiving follow-up,

(3) A written summary of educational and follow-up activities.

c.  In collaboration with the SHL, the follow-up programs shall submit a proposed budget and
narrative justification for the upcoming fiscal year to the center by January 31 of each year.

d.  The follow-up programs shall submit a fiscal expenditures report to the center within 90 days
of the end of the state fiscal year.

4.3(7) Sharing of information and confidentiality. Reports, records, and other information collected
by or provided to the lowa newborn screening program relating to an infant’s newborn screening results
and follow-up information are confidential records pursuant to lowa Code sections 22.7 and 136A.7.
INSP data may be retained indefinitely.

a. Personnel of the program shall maintain the confidentiality of all information and records used
in the review and analysis of newborn screening and follow-up, including information that is confidential
under lowa Code chapter 22 or any other provisions of state law.

b.  The program shall not release confidential information except to the following persons and
entities, under the following conditions:

(1) The parent or guardian of an infant or child or the adult individual for whom the report is made.

(2) A primary health care provider, birthing facility, or submitting laboratory.

(3) A representative of a state or federal agency, to the extent that the information is necessary to
perform a legally authorized function of that agency or the department. The state or federal agency will
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be subject to confidentiality regulations which are the same as or more stringent than those in the state
of lowa.

(4) A researcher, upon documentation of parental consent obtained by the researcher, and only to
the extent that the information is necessary to perform research authorized by the department.

4.3(8) Retention, use and disposition of residual newborn screening specimens.

a. A newborn screening specimen collection form consists of a filter paper containing the dried
blood spots (DBS) specimen and the attached requisition that contains information about the infant
and birthing facility or drawing laboratory. The DBS specimen can be separated from the information
contained in the requisition form. The INSP is the custodian of the specimens and related data for
purposes of newborn screening, quality improvement and quality assurance activities.

(1) The residual DBS specimen shall be held for five years in a locked area at the SHL.

(2) The residual DBS specimen shall be stored for the first year at —70 degrees C.

(3) After one year, the residual DBS specimen shall be archived for four additional years at room
temperature.

(4) The residual DBS specimen shall be incinerated after completion of the retention period.

b.  The program shall not release a residual newborn screening specimen except to the following
persons and entities:

(1) The parent or guardian of the infant or the individual adult upon whom the screening was
performed.

(2) A health care provider acting on behalf of the patient.

(3) A medical examiner authorized to conduct an autopsy on a child or an investigation into the
death of a child.

(4) A researcher for research purposes, under the terms and conditions provided in this rule.

(5) The newborn screening program, for operations as provided in this rule.

c¢.  Research. A residual newborn screening specimen may be released for research purposes only
if written consent has been received from a parent or guardian of the child, or the individual adult upon
whom the screening was performed, and each of the following conditions is satisfied:

(1) Investigators shall submit proposals to use residual newborn screening specimens to the center.
Any intended use of the requested specimens as part of the research study must be clearly delineated in
the proposal.

(2) Before research can commence, proposals shall be approved by the researcher’s institutional
review board, the congenital and inherited disorders advisory committee, and the department.

(3) Research on anonymized or identifiable residual newborn screening specimens shall be allowed
only in instances where research would further: newborn screening activities; the health of an infant or
child for whom no other specimens are available or readily attainable; general medical knowledge for
existing public health surveillance activities; public health purposes; or medical knowledge to advance
the public health.

d. Newborn screening program operations. Residual newborn screening specimens may be used
for activities, testing, and procedures directly related to the operation of the newborn screening program,
including confirmatory testing, laboratory quality control assurance and improvement, calibration of
equipment, evaluation and improvement of the accuracy of newborn screening tests, and validation of
equipment and screening methods, and the use of linked specimens in feasibility studies approved by
the Congenital and Inherited Disorders Advisory Committee for the purpose of incorporating new tests
or evaluating new test methodologies.

e.  Prohibited uses. A residual newborn screening specimen shall not be released to any person
or entity for commercial purposes or law enforcement purposes or to establish a database for forensic
identification.

4.3(9) Newborn screening for critical congenital heart disease. All newborns and infants born in
Iowa shall receive newborn screening for CCHD, by pulse oximetry or other means in accordance
with subparagraph 4.3(9) “b ”(3). The purpose of newborn screening for CCHD is to identify newborns
with structural heart defects usually associated with hypoxia in the newborn period which could
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have significant morbidity or mortality early in life with the closing of the ductus arteriosus or other
physiological changes early in life.

a. Newborn CCHD screening procedure for providers and facilities.

(1) Educating parent or guardian. Before newborn screening for CCHD on an infant is conducted,
a parent or guardian shall be informed of the type of screening, how it is performed, the nature of the
disorders for which the infant is being screened, and the follow-up procedure for an abnormal screen
result.

(2) Refusal. Should a parent or guardian refuse the screening, said refusal shall be documented
in the infant’s medical record, and the parent or guardian shall sign the refusal of screening form. The
birthing facility or attending health care provider shall submit the signed refusal form to the central
laboratory within six days of the refusal. The birthing facility or attending health care provider may
submit refusal forms via the courier service established for the transportation of newborn screening
specimen collection forms.

b.  Newborn CCHD screening for newborns in low-risk or intermediate nurseries or
out-of-hospital births.

(1) Screening should not begin until the newborn is at least 24 hours of age, or as late as possible
if earlier discharge is planned, and should be completed on the second day of life.

(2) Screening shall be conducted using pulse oximeters or other means in accordance with
subparagraph 4.3(9) “b ”(3). Pulse oximeters shall:

1. Be motion tolerant;

Report functional oxygen saturation;

Be validated in low-perfusion conditions;

Be cleared by the Food and Drug Administration (FDA) for use on newborns; and
Have a 2 percent root-mean-square accuracy.

Dlsposable or reusable probes may be used. Reusable probes must be appropriately cleaned between
uses according to manufacturer’s instructions.

(3) Newborn CCHD screening shall be conducted by pulse oximetry or other means in accordance
with the most recently published guidelines, algorithms, and protocols as outlined by the American
Academy of Pediatrics, the American College of Cardiology Foundation and the American Heart
Association, or subsequent guidance by the organizations listed in this subparagraph. Materials are
available on the CCID Web page at http://idph.state.ia.us/genetics/newborn_screening.asp.

c. Newborn CCHD screening for high-risk newborns in neonatal intensive care settings
(NICU). Until such time that an evidence-based protocol for CCHD screening in infants discharged from
the NICU is available, the attending health care provider shall conduct a comprehensive examination of
the newborn to screen the infant for CCHD prior to discharge.

d.  Primary health care provider responsibility. The health care provider shall ensure that infants
under the provider’s care are screened.

e.  Reporting results of newborn CCHD screening. At such time as the CCHD reporting system
is implemented, results of newborn CCHD screening shall be reported in a manner consistent with other
newborn screening (formerly referenced as metabolic screening) reporting.

4.3(10) INSP and IMPSP fees.

a. The department shall annually review and determine the fee to be charged for all activities
associated with the INSP and the IMPSP. The review and fee determination shall be completed at least
one month prior to the beginning of the fiscal year. The newborn screening fee is $122.

b.  The department shall include as part of the INSP fee an amount determined by the committee
and department to fund the provision of special medical formula and foods for eligible individuals with
inherited diseases of amino acids and organic acids who are identified through the programs.

¢.  Funds collected through newborn screening fees shall be used for newborn screening program
activities only.

d.  Funds collected through maternal prenatal screening fees shall be used for maternal prenatal
screening activities only.

B SCEN
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e. In order to support newborn and maternal prenatal screening activities, the department shall
authorize the expenditure and exchange of newborn screening and maternal prenatal screening funds
between the SHL (as designated fiscal agent) and the department.

£ Upon department approval of proposed budgets, a portion of INSP and IMPSP fees shall be
distributed to the department to support the percent of effort of the executive officer of the center for
congenital and inherited disorders (CCID).

4.3(11) Special medical formula and foods program.

a. A special medical formula and foods program for individuals with inherited diseases of amino
acids and organic acids who are identified through the lowa newborn screening program is provided by
the University of lowa.

b.  Payments received from clients based on third-party payment, sliding fee scales and donations
shall be used to support the administration of and the purchase of special medical formula and foods.

¢.  The funding allocation from the lowa newborn screening program fee will be used as the funder
of last resort after all other available funding options have been pursued by the special medical formula
and foods program.

d. Provisions of special medical formula and foods through this funding allocation shall be
available to an individual only after the individual has shown that all benefits from third-party payers
including, but not limited to, health insurers, health maintenance organizations, Medicare, Medicaid,
WIC and other government assistance programs have been exhausted. In addition, a full fee and a
sliding fee scale shall be established and used for those persons able to pay all or part of the cost.
Income and resources shall be considered in the application of the sliding fee scale. Individuals whose
income is at or above 185 percent of the federal poverty level shall be charged a fee for the provision of
special medical formula and foods. Placement of individuals on the sliding fee scale shall be determined
and reviewed at least annually.

e. The SHL shall act as the fiscal agent.

/- The University of lowa Hospitals and Clinics under the control of the state board of regents

shall not receive indirect costs from state funds appropriated for this program.
[ARC 7981B, IAB 7/29/09, effective 9/2/09; ARC 0664C, 1AB 4/3/13, effective 5/8/13; ARC 1747C, IAB 12/10/14, effective 1/14/15]

641—4.4(136A) Iowa maternal prenatal screening program (IMPSP). This program provides
comprehensive maternal prenatal screening services for the state.

4.4(1) Maternal screening policy. 1t shall be the policy of the state of [owa that all pregnant women
are offered maternal prenatal screening. The Iowa maternal prenatal screening program provides a risk
assessment for open neural tube defects, ventral wall defects, Down syndrome, and Trisomy 18.

a. If a patient desires this screening test, her health care provider shall direct that a specimen be
drawn and submitted to the SHL.

b.  Asnew technologies and tests become available, the center shall follow protocols developed by
the department with regard to the addition of disorders to or the deletion of disorders from the screening
program.

4.4(2) Maternal screening procedure.

a.  Collection of specimens. A serum or clotted blood specimen shall be collected from the patient
within the appropriate gestational range indicated by the requested screen.

b.  Processing of specimens. The SHL shall test specimens within three working days of receipt.

¢.  Reporting of abnormal results. Abnormal screen results shall be reported within 24 hours to the
consulting physician or the physician’s designee who shall then notify the primary health care provider.
On the next working day, this initial report shall be followed by a written report to the primary health
care provider.

4.4(3) Consulting physician responsibility. A consulting physician shall be designated by the center
in collaboration with the SHL to provide interpretation of screen results and consultation to the submitting
health care provider. This physician shall provide consultation for abnormal screen results, assist with
questions about management of identified cases, provide education and assist with quality assurance
measures. The screening program, with assistance from the consulting physician, shall:
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a. In collaboration with the SHL, submit a proposed budget and narrative justification for the
upcoming fiscal year to the center by January 31 of each year, and

b.  Submit a written annual report of the previous calendar year to the center by July 1 of each year.
The report shall include:

(1) Number of women screened,

(2) Number of repeat screens,

(3) Number of abnormal results by disorder,

(4) Number of rejected specimens,

(5) Results of quality assurance testing, and

(6) Screening and educational activity details.

4.4(4) SHL responsibility. The SHL shall:

a. Contract with a courier service to provide transportation and delivery of maternal prenatal serum
specimens.

b.  Contact all entities submitting specimens to inform them of the courier’s schedule.

c.  Test specimens within three working days of receipt.

d. Distribute specimen collection kits and other materials to health care provider offices and
drawing facilities as required.

e.  Inform the submitting health care provider or drawing facility of an unacceptable specimen and
request another specimen.

f Provide educational materials concerning specimen collection procedures.

g Have available for review a written quality assurance program covering all aspects of its
screening activity.

h.  Actas afiscal agent for program charges encompassing the analytical, technical, administrative,
educational and follow-up costs for the screening program.

4.4(5) IMPSP fee determination. The department shall annually review and determine the fee to be
charged for all activities associated with the IMPSP. The review and determination of the fee shall be
completed at least one month prior to the beginning of the fiscal year.

4.4(6) Sharing of information and confidentiality. Reports, records, and other information collected
by or provided to the IMPSP relating to a patient’s maternal prenatal screening results and follow-up
information are confidential records pursuant to lowa Code section 22.7.

a. Personnel of the program shall maintain the confidentiality of all information and records used
in the review and analysis of maternal serum screening and follow-up, including information that is
confidential under lowa Code chapter 22 or any other provisions of state law.

b.  The program shall not release confidential information except to the following persons and
entities, under the following conditions:

(1) The patient for whom the report is made.

(2) A primary health care provider or submitting laboratory.

(3) A representative of a state or federal agency, to the extent that the information is necessary to
perform a legally authorized function of that agency or the department. The state or federal agency will
be subject to confidentiality regulations which are the same as or more stringent than those in the state
of lowa.

(4) A researcher, upon documentation of patient consent obtained by the researcher, and only to
the extent that the information is necessary to perform research authorized by the department and the
state board of health.

4.4(7) Retention, use and disposition of residual maternal prenatal screening specimens.

a. A maternal serum screening specimen collection consists of laboratory tubes with maternal
serum and associated information about the patient, health care provider, or drawing laboratory.

(1) The residual serum specimens shall be held for a specified period of time in a locked area at the
SHL in accordance with SHL policy and procedures.

(2) Reserved.

b.  Research use.


https://www.legis.iowa.gov/docs/ico/section/22.7.pdf
https://www.legis.iowa.gov/docs/ico/chapter/22.pdf
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(1) Investigators shall submit proposals to use residual serum specimens to the center. Any intent to
utilize information associated with the requested specimens as part of the research study must be clearly
delineated in the proposal.

(2) Before research can commence, proposals shall be approved by the researcher’s institutional
review board, the congenital and inherited disorders advisory committee, and the department.

(3) Personally identifiable residual specimens or records shall not be disclosed without
documentation of informed patient consent obtained by the researcher.

(4) Research on anonymized or identifiable residual specimens shall be allowed in instances where
research would further maternal prenatal screening activities or general medical knowledge for existing

public health surveillance activities.
[ARC 7981B, IAB 7/29/09, effective 9/2/09; ARC 0664C, IAB 4/3/13, effective 5/8/13]

641—4.5(136A) Regional genetic consultation service (RGCS). This program provides
comprehensive genetic and genomic services statewide through outreach clinics.

4.5(1) Provision of comprehensive genetic and genomic services. The department shall contract with
the division of medical genetics within the department of pediatrics at the University of lowa to provide
genetic and genomic health care and education outreach services for individuals and families within
Iowa. The contractor shall provide annual reports to the department as specified in the contract.

4.5(2) Clinical services. The services provided may include, but are not limited to: diagnostic
evaluations, confirmatory testing, consultation by board-certified geneticists, genetic counseling,
medical case management, and referral to appropriate agencies.

4.5(3) The University of lowa Hospitals and Clinics under the control of the state board of regents

shall not receive indirect costs from state funds appropriated for this program.
[ARC 0664C, 1AB 4/3/13, effective 5/8/13]

641—4.6(136A) Neuromuscular and other related genetic disease program (NMP). This program
provides comprehensive services statewide for individuals and families with neuromuscular disorders
through outreach clinics and statewide, active surveillance for selected neuromuscular disorders.

4.6(1) Provision of comprehensive services. The department shall contract with the department
of pediatrics at the University of Iowa to provide neuromuscular health care, case management and
education outreach services for individuals and families within Iowa. The contractor shall provide annual
reports to the department as specified in the contract.

4.6(2) Clinical services. The services provided may include, but are not limited to: diagnostic
evaluations, confirmatory testing, physical therapy, consultation by board-certified neurologists, genetic
counseling, medical case management, supportive services and referral to appropriate agencies.

4.6(3) The University of lowa Hospitals and Clinics under the control of the state board of regents

shall not receive indirect costs from state funds appropriated for this program.
[ARC 7981B, IAB 7/29/09, effective 9/2/09; ARC 1747C, IAB 12/10/14, effective 1/14/15]

641—4.7(136A) Iowa registry for congenital and inherited disorders (IRCID). This program
provides active statewide surveillance for congenital and inherited disorders. These disorders may
include birth defects, neuromuscular disorders, metabolic disorders, and all stillbirths. The program
also may conduct active statewide surveillance of live births without a reportable congenital or inherited
disorder to serve as controls for epidemiological surveys. Surveillance activities for specific congenital
and inherited disorders will be conducted for the period of time that adequate financial support is
available.

4.7(1) Definitions.

a. Birth defects shall be defined as any major structural abnormality or metabolic disorder that
may adversely affect a child’s health and development. The abnormality or disorder must be diagnosed
or its signs and symptoms must be recognized within the first two years of life.

b.  Neuromuscular disorders shall be defined as Duchenne, Becker, congenital, distal,
Emery-Dreifuss, fascioscapulohumeral, limb-girdle, myotonic, and oculopharyngeal muscular
dystrophies.
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c.  Rescinded IAB 4/3/13, effective 5/8/13.

d.  Stillbirths shall be defined as an unintended fetal death occurring after a gestational period of
20 completed weeks or an unintended fetal death of a fetus with a weight of 350 or more grams. Stillbirth
is synonymous with fetal death.

e. A reportable congenital or inherited disorder occurring in a miscarriage or pregnancy may be
included in the IRCID.

4.7(2) Surveillance policy.

a. Congenital disorders, including birth defects, occurring in Iowa are reportable conditions,
and records of these disorders shall be abstracted pursuant to 641—1.3(139A) and maintained in the
IRCID. Congenital disorders surveillance shall be performed in order to determine the occurrence and
trends of such disorders, to determine co-occurring conditions and treatments through annual follow-up
abstraction, to conduct thorough and complete epidemiological surveys to identify environmental and
genetic risk factors for congenital disorders, to contribute to prevention strategies, and to assist in the
planning for and provision of services to children with congenital disorders and their families.

b.  Records for neuromuscular disorders shall be abstracted pursuant to 641—1.3(139A) and
maintained in the IRCID. Neuromuscular disorders surveillance for individuals of all ages shall be
performed in order to determine the occurrence and trends of the selected neuromuscular disorders,
to determine co-occurring conditions and treatments through annual follow-up abstraction, to conduct
thorough and complete epidemiological surveys through annual long-term follow-up, and to assist in
the planning for and provision of services to individuals with selected neuromuscular disorders and
their families.

c. Rescinded TAB 4/3/13, effective 5/8/13.

d.  Stillbirths occurring in Iowa are reportable conditions, and records of these stillbirths shall
be abstracted pursuant to 641—1.3(139A) and maintained in the IRCID. Stillbirth surveillance shall
be performed in order to determine the occurrence and trends of stillbirths, to conduct thorough and
complete epidemiological surveys to identify environmental and genetic risk factors for stillbirths, and
to assist in the planning for and provision of services to prevent stillbirths.

4.7(3) IRCID activities.

a.  The center shall establish an agreement with the University of [owa to implement the activities
of the IRCID.

b. The IRCID shall use the birth defects, neuromuscular disorders, metabolic disorders, and
stillbirth coding schemes developed by the Centers for Disease Control and Prevention (CDC).

c¢.  The IRCID staff shall review hospital records, clinical charts, physician’s records, vital records,
prenatal records, and fetal death evaluation protocols pursuant to 641—1.3(139A), information from the
INSP, RGCS, NMP, and the IMPSP, and any other information that the IRCID deems necessary and
appropriate for congenital and inherited disorders surveillance.

4.7(4) Department responsibility.

a.  When a live infant’s medical records are ascertained by the IRCID, the department or its
designee shall inform the parent or legal guardian by letter that this information has been collected and
provide the parent or guardian with information about services for which the child and family may be
eligible.

b.  The center and the IRCID shall annually release aggregate medical and epidemiological
information to medical personnel and appropriate state and local agencies for the planning and
monitoring of services for children with congenital or inherited disorders and their families.

4.7(5) Confidentiality and disclosure of information. Reports, records, and other information
collected by or provided to the IRCID relating to a person known to have or suspected of having
a congenital or inherited disorder are confidential records pursuant to lowa Code sections 22.7 and
136A.7.

a. Personnel of the IRCID and the department shall maintain the confidentiality of all information
and records used in the review and analysis of congenital or inherited disorders, including information
which is confidential under lowa Code chapter 22 or any other provisions of state law.


https://www.legis.iowa.gov/docs/ico/section/22.7.pdf
https://www.legis.iowa.gov/docs/ico/section/136A.7.pdf
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b.  IRCID staff are authorized pursuant to 641—1.3(139A) to gather all information relevant to
the review and analysis of congenital or inherited disorders. This information may include, but is not
limited to, hospital records, physician’s records, clinical charts, vital records, prenatal records, fetal death
evaluation protocols, information from the INSP, RGCS, NMP, and the IMPSP, and any other information
that the IRCID deems necessary and appropriate for congenital and inherited disorders surveillance.
IRCID staff are permitted to review hospital records, clinical charts, physician’s records, vital records,
and prenatal records, information from the INSP, RGCS, NMP, and IMPSP and any other information that
the IRCID deems necessary and appropriate for live births without a reportable congenital or inherited
disorder to serve as controls for epidemiological surveys.

¢.  No individual or organization providing information to the IRCID in accordance with this rule
shall be deemed or held liable for divulging confidential information.

4.77(6) Access to information in the IRCID. The IRCID and the department shall not release
confidential information except to the following, under the following conditions:

a. The parent or guardian of an infant or child for whom the report is made and who can
demonstrate that the parent or guardian has received the notification letter.

b.  An Early ACCESS service coordinator or an agency under contract with the department to
administer the children with special health care needs program, upon receipt of written consent from the
parent or guardian of the infant or child.

¢. A local health care provider, upon receipt of written consent from the parent or guardian of the
infant or child.

d. A representative of a federal agency, to the extent that the information is necessary to perform a
legally authorized function of that agency or the department. The information provided shall not include
the personal identifiers of an infant or child with a reportable congenital or inherited disorder.

e. Researchers, in accordance with the following:

(1) All proposals for research using the IRCID data to be conducted by persons other than program
staff shall first be submitted to and accepted by the researcher’s institutional review board. Proposals
shall then be reviewed and approved by the department and the IRCID’s internal advisory committee
before research can commence.

(2) The IRCID shall submit to the IRCID’s internal advisory committee for approval a protocol
describing any research conducted by the IRCID in which the IRCID deems it necessary to contact case
subjects and controls.

£ A representative of a state agency, to the extent that the information is necessary to perform
a legally authorized function of that agency or the department. The state agency will be subject to

confidentiality regulations that are the same as or more stringent than those in the state of lowa.
[ARC 7981B, IAB 7/29/09, effective 9/2/09; ARC 0664C, IAB 4/3/13, effective 5/8/13]

641—4.8(135) Iowa’s early hearing detection and intervention program. The goal of universal
hearing screening of all newborns and infants in Iowa is the early detection of hearing loss to allow
children and their families the earliest possible opportunity to obtain appropriate early intervention
services. All newborns and infants born in lowa, except those born with a condition that is incompatible
with life, shall be screened for hearing loss. Early hearing detection and intervention programming and

services will be provided pursuant to 641—Chapter 3.
[ARC 1747C, 1AB 12/10/14, effective 1/14/15]

641—4.9 and 4.10 Reserved.
CENTER FOR CONGENITAL AND INHERITED DISORDERS ADVISORY COMMITTEE (CIDAC)

641—4.11(136A) Purpose. CIDAC represents the interests of the people of lowa and assists in the
development of programs that ensure the availability of and access to quality genetic and genomic health
care services by all residents. The committee advises the director regarding issues related to genetics

and hereditary and congential disorders.
[ARC 0664C, 1AB 4/3/13, effective 5/8/13]
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641—4.12(136A) Duties of the committee. CIDAC shall perform the following duties:

4.12(1) Make recommendations about the design and implementation of the center’s programs,
including but not limited to:

a. The Iowa newborn screening program;

b.  The regional genetics consultation service;

c.  The maternal prenatal screening program;

d.  The neuromuscular and related genetic disorders program; and

e. The lowa registry for congenital and inherited disorders.

4.12(2) Support the development of special projects and conferences regarding genetic and genomic
health care services and issues.

4.12(3) Advocate for quality genetic and genomic health care services for all residents in the state

of Towa.
[ARC 0664C, IAB 4/3/13, effective 5/8/13]

641—4.13(136A) Membership. Membership will be comprised of representatives of professional
groups, agencies, legislators, parents, consumers, and professional health care providers.

4.13(1) CIDAC shall be comprised of regular, ex officio, and honorary members.

a. Potential regular members are considered from interest groups, consumer organizations, and
genetic and genomic health care service providers. Two parent representatives and two consumer
representatives shall serve as regular members of CIDAC.

b.  The number of regular members shall not be fewer than 15 or more than 25.

¢.  No more than 30 percent of regular members shall be representatives of or employed by
programs that are contractors of the center for congenital and inherited disorders in the lowa department
of public health.

d. Honorary members will be comprised of two legislators, one state senator and one state
representative, and others deemed appropriate by the director.

e. Ex officio members are nominated by virtue of their positions held and the organizations they
represent and are appointed by the director. These members provide expert information and consultation
to CIDAC.

4.13(2) Every effort will be made to have gender balance and broad geographic representation on
the advisory committee.

4.13(3) The director will appoint regular and honorary committee members for three fiscal years.

Reappointment of regular and honorary members shall be at the discretion of the director.
[ARC 0664C, IAB 4/3/13, effective 5/8/13]

641—4.14(136A) Meetings.

4.14(1) Meetings of the committee will be held as necessary and at the call of the director or the
chairperson. There shall be a minimum of four meetings per year.

4.14(2) All meetings are open to the public in accordance with the open meetings law, lowa Code
chapter 21.

4.14(3) A majority of the total number of regular members (50 percent plus one member) shall
constitute a quorum. There must be a quorum of the regular members in attendance at a meeting for
action to be taken.

4.14(4) Action can be taken by a vote of the regular members. Ex officio and honorary members are
not eligible to vote.

4.14(5) Regular members who represent programs that are contractors of the center for congenital
and inherited disorders in the department are expected to refrain from imposing undue influence on
regular members and to recuse themselves from voting on issues which directly affect the operation of
their programs.

4.14(6) Meeting attendance.

a. Attendance at a meeting is defined as presence at the meeting site in person, through the lowa
communications network (ICN), through webinar or web meeting, or via telephone.


https://www.legis.iowa.gov/docs/ico/chapter/21.pdf
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b.  Attendance by the regular member or the regular member’s designee shall be expected at all
meetings.

(1) A designee of similar standing must be able to reasonably fulfill the member’s role on the
committee in discussions.

(2) Designees are not eligible to vote.

c¢.  Regular members, not designees, must attend at least two meetings per fiscal year to remain in
good standing.

d. A regular member who misses more than three meetings in a fiscal year shall be deemed to

have submitted a resignation.
[ARC 0664C, 1AB 4/3/13, effective 5/8/13]

These rules are intended to implement lowa Code chapter 136A.
[Filed November 20, 1970]
[Filed 2/12/82, Notice 12/23/81—published 3/3/82, effective 4/7/82]
[Filed emergency 7/15/83—published 8/3/83, effective 7/15/83]
[Filed emergency 9/23/83—published 10/12/83, effective 9/23/83]
[Filed emergency 5/11/84—published 6/6/84, effective 5/11/84]
[Filed 11/15/85, Notice 8/14/85—published 12/4/85, effective 1/8/86]
[Filed 12/8/86, Notice 9/24/86—published 12/31/86, effective 2/4/87]
[Filed emergency 7/10/87—published 7/29/87, effective 7/10/87]
[Filed 11/30/87, Notice 10/21/87—published 12/16/87, effective 1/20/88]
[Filed 1/10/92, Notice 8/7/91—published 2/5/92, effective 3/11/92]
[Filed emergency 7/14/95 after Notice 6/7/95—published 8/2/95, effective 7/14/95]
[Filed 9/14/01, Notice 8/8/01—published 10/3/01, effective 11/7/01]
[Filed 9/11/02, Notice 8/7/02—published 10/2/02, effective 11/6/02]
[Filed 9/12/03, Notice 8/6/03—published 10/1/03, effective 11/5/03]
[Filed 7/16/04, Notice 6/9/04—published 8/4/04, effective 9/8/04]

[Filed emergency 7/13/05 after Notice 5/25/05—published 8/3/05, effective 7/13/05]
[Filed emergency 7/27/06 after Notice 6/21/06—published 8/16/06, effective 7/27/06]
[Filed 9/13/07, Notice 8/1/07—published 10/10/07, effective 11/14/07]

[Filed ARC 7981B (Notice ARC 7791B, IAB 5/20/09), IAB 7/29/09, effective 9/2/09]
[Filed ARC 0664C (Notice ARC 0572C, IAB 1/23/13), IAB 4/3/13, effective 5/8/13]
[Filed ARC 1747C (Notice ARC 1471C, IAB 5/28/14; Amended Notice ARC 1567C, 1AB 8/6/14),
IAB 12/10/14, effective 1/14/15]


https://www.legis.iowa.gov/docs/ico/chapter/136A.pdf

CIDAC Meeting Schedule FY2016
Face-to-face meetings held from 1:00 pm to 3:00 pm
Grinnell, 1A
(subject to change)

Center for
and Inherited

FY2016

July 24, 2015 conf call 12:00 pm-1:00 pm

October 23, 2015 1:00 pm — 3:00 pm
Drake Community Library, Grinnell, 1A

January 22, 2016 conf call 12:00 pm to 2:00 pm

April 22,2016 1:00 pm to 3:00 pm
Drake Community Library, Grinnell, 1A

Call in information:
Dial 1-866-685-1580
International — (660) 422-5009

Enter conference code 5152816466 #
You will be connected to the call.
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