


EXHIBIT 1

220 Fort Street, Port Huron, M| 48060

ST CLAIR COUNTY - Phone: 810.987.5300
H EALTH D E PARTM E NT www.scchealth.co

July 23, 2025

Congresswoman Lisa McClain
Washington DC Office

562 Cannon House Office Building
Washington, DC 20515

Dear Congresswoman McClain,

As Medical Director of the St. Clair County Health Department, | have responsibility to ensure that
vaccines are administered within our county safely and in accordance with all pertinent laws and
regulations.

In my role as Medical Director, and as your constituent, | am requesting the assistance of your
office in clarifying with the Secretary of the U.S. Department of Health and Human Services (HHS)
the validity of conflicting guidance from the Michigan Department of Health and Human Services
(MDHHS) regarding the use of mandated Vaccine Information Statements (VIS).

The National Childhood Vaccine Injury Act (NCVIA, 42 U.S.C. § 300aa-26) requires that all
vaccine providers give the appropriate federal VIS to the patient (or their parent or legal
representative) prior to every dose of specific vaccines covered under the NCVIA. VIS are
developed and distributed by the U.S. Centers for Disease Control and Prevention (CDC). Per
current CDC website guidance, “Providers may add the name, address, and contact information
of their practice to an existing VIS, but may not make any substantive changes [emphasis
added].” (https://www.cdc.gov/vaccines/hcp/vis/about/facts-vis.html).

However, according to conflicting MDHHS guidance (https://www.michigan.gov/mdhhs/adult-
child-serv/childrenfamilies/immunizations/michiganvis):

“In Michigan, vaccine recipients, their parents, or their legal representatives must be
given the Michigan versions of VIS because they include information about the Michigan
Care Improvement Registry (MCIR). By state law in Michigan, parents must be informed
about MCIR. Vaccine Information Statements that are obtained from other sources
(e.g., from the CDC or IAC [Immunization Action Coalition] websites) do not contain
information about MCIR [emphasis in the original].”

| have several concerns with this MDHHS guidance. MDHHS makes what appear to be
substantive and unauthorized modifications to the federal VIS, adding information related to the
MCIR unrelated to vaccine safety. MDHHS directs the use of this modified Michigan VIS in place
of the original federal VIS, potentially delaying dissemination of federal VIS changes. MDHHS
also directs use of this modified federal document in place of other designated forms for state-
specific MCIR-related purposes. These practices may conflict with federal and state law.

Elizabeth King, RN, BSN Greg Brown, BS Remington Nevin, MD, MPH, DrPH
Director/Health Officer Administrator Medical Director
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1. MDHHS guidance risks delays in the public’s receipt of new safety information in
updated versions of federal VIS.

As noted by the CDC in their Frequenty Asked Questions on VIS
(https://www.cdc.gov/vaccines/hcp/about-vis/faq.html):

“The date for a new VIS's required use is announced when the final draft is published in
the Federal Register. Ideally, providers will begin using a new VIS immediately.... As
a general rule, when changes to a VIS concern the safety of the vaccine (e.g.,
contraindications or precautions, or adverse events), it is essential that the new edition
be used immediately upon publication [emphasis added].”

However, as currently noted on the Vaccine Information Statements for Michigan webpage
(https://www.michigan.gov/mdhhs/adult-child-serv/childrenfamilies/immunizations/michiganvis):

“CDC recently posted revisions of 17 VISs, dated January 31, 2025, on its Current VISs
web page. The revisions comply with the January 20, 2025, Presidential Executive Order.
Federal law allows up to 6 months for a new VIS to be used. MDHHS is in the process of
printing these new versions, however they will be unavailable for approximately 4-6
weeks.”

The delays introduced by MDHHS in directing providers to use Michigan VIS in place of current
federal VIS run contrary to federal guidance to immediately use updated VIS. Such delays may
result in Michigan residents receiving outdated VIS that differ substantively from updated
versions, potentially undermining current and future HHS efforts to improve safety guidance in
federal VIS.

2. No current formal coordination or authorization exists between MDHHS and HHS for use
of Michigan VIS.

In response to a Michigan Freedom of Information Act (FOIA) request (H028900-062625),
MDHHS confirmed that it had no records of federal approval from HHS or CDC for use of a
Michigan VIS. Although MDHHS responded that “Michigan worked with CDC several years ago
to obtain permission to add a MCIR statement on the VIS,” MDHHS was unable to provide any
records of formal coordination or authorization and merely stated in response to the FOIA request
that “The approval took place in 1995, and the Department [MDHHS] no longer has those
records.”

The absence of any apparent current formal coordination or authorization suggests the possibility
that whatever temporary approvals, if any, may have been granted MDHHS for this modification
three decades earlier may no longer be valid, nor reflect current HHS or CDC policy regarding
use of federal VIS.

3. No Michigan state law or regulation specifically mandates that adult patients be provided
a document regarding the MCIR.

Although Michigan Compiled Laws (MCL) 333.9207(3) provides that adult patients be permitted
to opt-out of the MCIR, the law does not require that adults be informed of this through distribution
of a Michigan VIS. Specifically, the law reads:

“Upon receipt of a written request from an individual who is 20 years of age or older, the
department shall make any immunization information in the registry pertaining to that
individual inaccessible. The written request shall be in a form prescribed or otherwise
authorized by the department [emphasis added].”



To the extent that MDHHS may properly wish to inform adult patients of their statutory right, under
MCL 333.9207(3), to opt-out of MCIR, this may be accomplished more directly through distribution
of the designated MCIR opt-out form developed by MDHHS for this purpose (https://mcir.org/wp-
content/uploads/2014/09/0OptOutForm.pdf), than through the unnecessary modification of a
federal VIS. Accordingly, the substitution of federally approved VIS for a Michigan VIS is wholly
without justification for adult patients.

4. No Michigan state law or regulation specifically authorizes a Michigan version of the VIS
for childhood immunization.

The cited rationale for mandating use of a Michigan VIS for childhood immunization, namely that
parents “must be informed about MCIR,” appears to be a reference to MCL 333.9206(2) and (3),
which read:

“(2) Before administering an immunizing agent to a child, a health care provider shall notify
the parent, guardian, or person in loco parentis of the child, on a form provided by the
department, of the right to object to the reporting requirement described in subsection (3)
[emphasis added].

(3) Unless the parent, guardian, or person in loco parentis of the child who received the
immunizing agent objects by written notice received by the health care provider prior to
reporting, a health care provider shall report to the department each immunization
administered by the health care provider, pursuant to rules promulgated under section
9227. If the parent, guardian, or person in loco parentis of the child who was immunized
objects to the reporting requirement of this subsection by written notice received by the
health care provider prior to notification, the health care provider shall not report the
immunization [emphasis added].”

As noted above, MDHHS already produces a designated MCIR opt-out form (https://mcir.org/wp-
content/uploads/2014/09/0OptOutForm.pdf) which satisfies both the requirements of MCL
333.9206(2) and (3) and which meets the requirements of the MDHHS guidance above that
parents “must be informed about MCIR.” However, contrary to the requirements of MCL
333.9206(2) for distribution of such a form, this specific MCIR opt-out form is not routinely
distributed prior to childhood vaccination, with the Michigan VIS instead seemingly serving the
role of the required “form” per MDHHS guidance.

As the Michigan VIS is a document, and does not contain any form elements, such as fields or
prompts for specific information (e.g., name, date, checkboxes) to be filled out by the parent, the
Michigan VIS cannot meet the legal requirements of “form” as required by MCL 333.9206(2).
Likewise, unlike use of the designated MCIR opt-out form, distribution of the non-form Michigan
VIS cannot facilitate the parent providing the appropriate written notice at the time of immunization
to opt-out of MCIR reporting as required by MCL 333.9206(3).

| respectfully request that your office contact the HHS Secretary to obtain written
clarification on whether the MDHHS guidance discussed above complies with federal law
under the NCVIA, including confirmation of any current authorization for MDHHS
modifications to federal VIS. Please provide this clarification to my office at your earliest
convenience to ensure safe and lawful vaccine administration in St. Clair County.

Sincerely,

[l Pe—

Remington Nevin, MD, MPH, DrPH
Medical Director
St. Clair County Health Department



EXHIBIT 2

Michigan’s Vaccine Information Statement (VIS) Policy

A. Purpose
The purpose of this policy statement is to provide direction to state and local
health department staff concerning the distribution and provision of copies of
Vaccine Information Statements (VIS).

B. Definition and Background
1. As required under the National Childhood Vaccine Injury Act (42 U.S.C. §300aa-

26), all health care providers in the United States who administer, to any child
or adult,
diphtheria, tetanus, pertussis, measles, mumps, rubella, polio, hepatitis A,
hepatitis B, Haemophilus influenzae type b, varicella, rotavirus,
pneumococcal conjugate, influenza (inactivated and live), human
papillomavirus, and meningococcal vaccines shall, prior to
administration of each dose of the vaccine, provide a copy (to review
and retain) of the relevant, current edition vaccine information materials
that have been produced by the Centers for Disease Control and
Prevention (CDC) to the parent or legal representative of any child to
whom the provider intends to administer such vaccine, and to any adult to
whom the provider intends to administer such vaccine. (In the case of an
incompetent adult, relevant VIS shall be provided to the individual’s legal
representative. If the incompetent adult is living in a long-term care facility,
all relevant VIS may be provided at the time of admission, or at the time of
consent if later than admission, rather than prior to each immunization.)

2. In the state of Michigan, it is important that vaccine recipients, their parents, or
their legal representatives be given Michigan versions of VIS because these
statements include information about the Michigan Care Improvement
Registry (MCIR). Michigan law requires that parents be informed of the MCIR.
VIS that are obtained from other sources (e.g., from the CDC or Immunization
Action Coalition IAC websites) do not contain information about MCIR.

3. VIS with MCIR information is available at the Michigan Department of Health and
Human Services (MDHHS) website www.michigan.gov/vis or at Local Health
Departments (LHDs). End users can also acquire the VIS through a link from
their MCIR site home page.

C. Policy
1. With the transition to centralized vaccine distribution in 2008, Michigan VIS are
no longer shipped to LHDs with vaccine.

2. According to Minimum Program Requirements (MPRs), LHDs shall have
protocols in place to ensure that all providers who administer vaccines (both VFC
and non-VFC providers) are informed of requirements for use of VIS and
changes to VIS versions.

Updated: 5/26/22 Michigan’s VIS Policy 1



D. Procedure

1.

MDHHS is responsible for updating the MDHHS VIS website, Important VIS
Facts, Immunization Material Order Form, Important Information for Michigan

Health Care Providers and for providing information to LHDs when VIS versions
are updated.

MDHHS will send a memorandum of any new or interim VIS to each LHD. The
LHD needs to share memorandum with providers in their area. The LHDs and
providers should begin using the new VIS immediately.

LHDs shall place advance orders to MDHHS for any new or interim VIS. MDHHS
will get the VIS printed; once the VIS have been printed, MDHHS will fill and ship
orders directly to those LHDs that have placed advanced orders.

LHDs needs to print a small quantity of the new or interim VIS until shipment
arrives from MDHHS. The estimated time frame is usually 4 to 6 weeks.

MDHHS will provide print versions of VIS. LHDs and hospitals may order bulk
copies of interim VIS and other VIS from MDHHS. Quantities of the VIS may be
ordered by faxing the Immunization Materials order form to 517-335-9855. For
more information about this process — or to obtain the Immunization Materials
order form — please contact Jacquelyn Jones at jonesj11@michigan.gov or 517-
284-4883.

Exceptions to this procedure are foreign language VIS; these will not be printed
by MDHHS. Foreign language VIS may be obtained at www.michigan.gov/VIS.

LHDs are encouraged to provide quantities of VIS to immunization practices
within their jurisdiction. Providers shall be responsible for obtaining quantities of
VIS from the LHD.

Policy Effective Date: 5/26/21
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EXHIBIT 3
H028900-062625 - FOIA Request

Message History (4)

A9 on 7/8/2025 2:19:30 PM, MDHHS FOIA Records Center wrote:

Subject: MDHHS FOIA Request :: H028900-062625
Body:
RE: Public Records Request, Reference # H028900-062625.

Dear Medical Director Nevin,

This notice is issued in response to your request, legally received by the Michigan Department of Health and
Human Services (Department) on June 27, 2025, requesting information under the Freedom of Information Act
(FOIA), MCL 15.231 et seq.

Your request is denied.

To the best of the Department’s knowledge, information, and belief, this Department does not possess or
maintain records under the description you provided or by other names reasonably known to the Department.
The approval took place in 1995, and the Department no longer has those records.

As to the denial, the Department is obligated to inform you that under MCL 15.240 the following remedies are
available:

1. Appeal this decision in writing to the Legal Affairs Administration, Department of Health and Human
Services, Suite 207, PO Box 30037, Lansing, MI 48909. The writing must specifically state the word “appeal”
and must identify the reason or reasons you believe the denial should be reversed. The Department must
respond to your appeal within ten days of receipt. Under unusual circumstances, the time for response to your
appeal may be extended by ten business days.

2. File an action in the appropriate court within 180 days after the date of the final determination to deny the
request. If you prevail in such an action, the court is to award reasonable attorney fees, costs, disbursements,

and possible damages.

The Department’s FOIA policies and procedures are available at Policies and Procedures.

Sincerely,

Bureau of Legal Affairs
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