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e Are the two CDC staff still employed at CDC?

I’'m not posing the questions because | need answers but instead, ask them in case the answers might support the story
about ACIP accountability and transparency.

Thank you,
Diane

This is the link to the story on X, followed immediately with two excerpts (with my highlights and
colored font) immediately below.
https://x.com/SharylAttkisson/status/1893135372273541351

e “Here's the story where @RepThomasMassie recorded top CDC scientists/officials lying about what the original
studies said about Covid vaccine effectiveness in those with natural immunity. ALL of the vaccine advisers had
signed off on the false info. They should not be advisers. Either they don't read the info they sign (disqualifier)
or they read it and agreed to mislead the public (disqualifier). I'm not sure which is worse. Clip is in the post
below.

e Inlate 2020, @RepThomasMassie secretly recorded top CDC officials in what could be their first big Covid
vaccine lie. Many would follow. @DriBhattacharya weighed in on my TV program @FullMeasureNews Nobody
has been held accountable.”

"Full video is here: https://fullmeasure.news/news/cover-story/cdc-investigation#t”
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Houry, Debra E. (CDC/IOD)

—— —
From: Patterson, Sara S. (CDC/PHIC/OD)
Sent: Thursday, February 13, 2025 9:35 AM
To: Monarez, Susan (CDC/IOD)
Cc: Houry, Debra E. (CDC/IOD); Burns, William S. (Stuart) (CDC/IOD)
Subject: ACIP operational ideas
Attachments: ACIP Ideas Plans.docx
Hi Susan,

Attached is the plan for how we might operationalize the ACIP recommendations around COlI, public engagement,
and transparency. Please let us know if you have any questions or feedback.

Thanks!

Sara
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Increase Transparency in Conflicts of Interest (COI) for ACIP Members to help the
public assess the independence of decision-making and reduce skepticism.

The current COI process involves a required confidential OGE450 filing, which is
reviewed by the ACIP Executive Secretary, the Office of the Federal Advisory
Committee Act Program, and the Office of General Counsel (if necessary). This
COl process is updated annually. ACIP's COI public disclosure requirements and
restrictions are stricter and more comprehensive than OGE'’s to avoid even the
appearance of a conflict. Work group representatives also screened for conflicts
of interest by the ACIP Secretariat.

Screening for conflicts of interest focuses primarily on relationships (financial or
otherwise) with pharmaceutical companies.

Members must verbally declare conflicts of interest at ACIP meetings. Members
with conflicts recuse themselves from participating in deliberations and/or votes
on issues related to that interest.

While the conflicts are stated in the meeting and captured in meeting minutes,
they are not currently available online.

To improve transparency around the COI process and individual members’
conflicts, the ACIP website could be updated with all publicly disclosable conflict
information for each ACIP member.

After each ACIP meeting this info could be included on the web page with the
other materials from the meeting as a link called “ACIP Member Declarations of
Interest” and list the declarations from that meeting. This would be consistent
with the practices of FDA’s VRPAC, which includes documenting COls online
and posting a letter explaining why they are giving a waiver, when applicable.
This can only be done after the meeting because we have to rely on the public
statements at the meeting.

FDA posts a document online sharing which members of VRPAC have COls to
declare and also posts a letter which explains why any waivers were granted
allowing members to participate. This model could be followed for ACIP.

CDC could go back to Feb 2024 and list the declared interests from previous
meetings and start posting them after meetings going forward, beginning with the
February 2025 meeting. CDC could note that these are COls as known since
they would be updated over time based on any changes in COI status among
members.

CDC would welcome OGC'’s advice on what is legally allowed in terms of
disclosures via FACA law and confidential disclosure filing. CDC would be
interested in the maximum public COI disclosure within the bounds of what is
legally allowed. Ideally, CDC could obtain approval from all ACIP members to
publish more details about conflicts based on what is in their confidential
disclosures and meeting declarations. OGC input on these issues would help
determine how transparent this information can be on the internet.
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Improve Public Engagement in ACIP Meetings to increase public input and make
ACIP’s process more inclusive.

ACIP meetings are open to the public and allow for oral public comment, but
these opportunities are often short, difficult to navigate, and not well-publicized.
A Federal Register Notice is posted online approximately 30 days prior to the
meeting, starting the written public comment period. The link to this notice is
posted on the CDC ACIP website and through the Federal Register.

CDC could post salient summaries of analyses and other information reviewed
by the work group on the website prior to the day of the ACIP meetings.
Currently, those materials are available on the website but often not early enough
to inform the public comment period. With sufficient resources dedicated to
increasing the transparency of the work groups, these materials could be posted
simultaneously to the public comment period opens (assuming work groups have
content) and associated with the public comment period links to drive comments
specific to content being discussed by work groups and the full ACIP.

In addition to increasing public comment opportunities, another way to improve
public engagement would be to increase the number of consumers represented
on the ACIP. Currently, the ACIP generally has one or two ACIP members that
represent the public. CDC could work with partner and constituency groups to
increase outreach to and participation of members of the public in the ACIP
membership as well as in the written and oral public comment process.

In most circumstances, there is more oral public comment time than speakers to
fill the time. ACIP could expand public comment time and conduct additional
outreach to a broader range of constituents to stimulate more public discourse.
CDC could host town hall meetings with ACIP members and/or CDC experts to
share more information about ACIP with the public and solicit feedback on what
we can do better or differently. These town hall meetings would not be about
specific recommendations but rather focused on the ACIP itself and its overall
processes. This may be an additional way to seek input on increasing
transparency and engagement with the public.

Increase Transparency in Vote Rationales - This would clarify decision-making
processes and reinforce accountability.

ACIP members vote on recommendations, but while the overall discussion is
available, individual rationales for voting decisions are not systematically
explained. However, asking each member to explain their vote has precedent
from other FACAs and could be explored.

To improve transparency in vote rationales, individual members of the ACIP
could be required to publicly state their rationale for key votes, either during the
meeting (captured in minutes) or in a written statement.

The ACIP could identify opportunities to enhance efforts to educate consumers
about the recommendations and individual considerations in more plain language
for a non-provider population.

Well in advance of the public comment period, CDC could post a summary of the
Evidence to Framework tables that the ACIP workgroups use to document the



A9-5
DRAFT/PRE-DECISIONAL/DELIBERATIVE

process and the considerations used to move from evidence to decisions. This
would provide the public and others to review the considerations in advance of
the public comment period and the ACIP meeting. This could be accompanied by
the data presented to support the work groups’ discussions and votes.

 In addition to sharing the EtR materials/summary for a given vote, ACIP could
also publish a more plain language summary that describes the EtR framework
and how that framework is used to evaluate the data to generate
recommendations and decisions.
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o Alltechnical guidance - Exec Sec
o Data collection - Exec Sec
e Grants/coags —Exec Sec
e Campaigns —~label as historical
¢ Social media - leave posts up for now
o Remove or modify anything Jan 20 to now
o Change descriptions, images, banners that don’t comply
¢ Yesto communicate with partners about infectious disease threats and outbreaks
o Meeting on Monday to discuss overall pause so bear with them until then but should be OK
e Send up normal FACA process around ACIP
o Share normal process and what we plan to do via Nicole/Cate (this was about not posting the FRN
Monday re: the public comment period)
¢ Journal submissions — ASPA will get an answer
e Media/ad buys - OK

Exec Sec —-took questions and said they would share up but could not guarantee an answer. We did not hear back.

Sara
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Microsoft Teams need help?

Join the meeting now
Meeting I1D: 225 723 285 113
Passcode: bN9me3Qu

A10-8

Dial in by phone

+1404-498-3000,986263632# United States, Atlanta
(888) 994-4478,986263632# United States (Toll-free)
Find a local number

Phone conference ID: 986 263 632#

For organizers: Meeting options Reset dial-in PIN
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presented (somewhat implicitly) in the slides provided, and below you can find specific
suggestions (see 6)-8) below). Additionally, we repeat our request to see analysis of non-specific
outcomes like all cause and flu-like hospitalizations and deaths.

Related to the analysis in 1) above, we would like to have betterunderstanding of the precise
definition of covid-associated hospitalizations/deaths. It seems like the current definition relies,
at least partially on PCR tests which is not necessarily clinically meaningful. The data provided
and existing literature suggest that there is a real concern of confounding of events ‘because of
covid’ versus ‘ incidentally with covid’, and this seems critical to have reliable risk assessment.
Nominally, one should use admission diagnosis and discharge diagnosis to better discern which
events are truly because of covid. We feel that this should be a central point of discussion. (see 1)
below, and the data on children mortality that suggest that many of the counted deaths do not
have covid on the death certificate).

Related to 1) above, we feel that there should be explicit analysis of prior exposure to infections
and the implications it has on risk for severe outcomes. The data provided (end of 2022 - is there
any updated data) suggest very high population exposure rates and given the known literature on
the long and robust protection of prior infections with respect to severe outcomes, this should be
more explicitly considered in the risk-benefit analysis.

. The discussion re the risk from long covid and the respective potential protection of vaccination
seems to rely on very shaky evidence. First, the analysis mixes old variants with omicron variants.
Second, itis often based on papers that are methodologically weak and prone to bias and ignores
papers that show contradictory results. They also do not analyze the impact of prior infections on
the risk of long covid. We believe that the analysis should be revised accordingly. This analysis
should be revised accordingly.

. We have similar thoughts to 4) above with respect to the analysis of the risk to pregnant women,
and the protection vaccination provides to the woman and the baby. This analysis should be
revised accordingly and incorporate the fact that the risks and the benefits of vaccination during
pregnancy were never evaluated appropriately in clinical trials.

. We would like to underscore again our questions (and concerns) re the current safety and risk
analysis of the covid vaccines (please see separate emails we shared).

. We would like to underscore again out questions related to the definition of high risk patients and
what more specific factors play a role in increased risk of severe covid outcome and potentially
increased risk of AEs.

. We feel that the very low uptake of the vaccine among healthcare professionals is a major ethical
issue. How can medical professional recommend a vaccine that they elect not to take?

. We ask that the cost-benefit analysis, will include assessment of the waste incurred by vaccines
that are ultimately not used. There seems to be significant economic waste in that respect.

Thanks!

Robert, James and Retsef

List of questions:

. We need clear definitions of what is counted as COVID hospitalization and death - and how with
vs. because COVID is determined:

- In particular, it will be important to consider the admission diagnosis and discharge diagnosis
(should be available in hospital systems)
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- Also from slide‘ 29 it seem like covid deaths are counted even when it does not appear as the
cause of death on the death certificate (see detail comment) - we need to have clarity on these
definitions!

Data on long covid (slide 7) do not seem relevant to decision since it is related to pre-omicron

‘times. What we need is assessment of the number of new long covid cases during the last season

(under Omicron variants) and also assessment of the vaccine protection (how many needed to be
vaccinated to prevent a long covid case:

- The presentation seems to ignore the most rigorous study on long covid

(https://www.bmj. /content/380/bmj-2022-072529) that showed that the risk is significantly
reduced for children and that vaccination has minimal to no impact. This is the only study that
had rigorous control

Decrease of MIS-C over time reinforces item 2) above (slide 8)

Is there updated data on seroprevalence among children and also what data available on adults?
This is super critical because it seems like most of the population has been exposed and has
natural immunity (slide 9 and https://covid. .gov/covid-data-tr

~ seroprevalence)

o

10.

11

Slides 11-12 shows decreased covid-associated hospitalization rates - do you have any thoughts
on this?

Pediatric COVID-19-Associated Hospitalizations/mortality (Slide 15-29) - please create two
slides (the rest is unnecessary and does not present relevant information):

- Slide that includes the following: cumulative rate (per 100K) of covid-associated hospitalization
per age group (< 6 mo, 6-23, 2-4, 5-11, 12-17) and separated to >= underlying condition and no
condition.

- Same slide but on ICU hospitalizations

- Same slide but hospital mortality

As a control, please provide the overall annual rate of hospitalization (per 100K) of the <6 mo and
6-23 mo. This will show whether covid is a specific reason for hospitalization or mostly incidental
to hospitalizations that occur for other reasons.

Similar analysis to 6) for adults, broken by age groups 0f 19-29, 30-49, 50-64, 65-74 and over 75.
Slide 36 ~Is misleading and in fact suggestive that most pregnant women do not get hospitalized
because of covid. We need similar analysis to above re the risk of pregnant women to be
hospitalized because of covid (how many covid hospitalizations per 100K pregnant women
occurred over a year based on admission diagnoses). Then we need assessment as to the extent
that vaccination will reduce this risks, and how well we understand the risks of vaccination during
pregnancy.

Slide 42 - please add to the outcome all cause mortality and hospitalization, and all flu-like
hospitalizations.

. Slides 45-46 — please provide the data that supports these slides.
12.

Slide 50 — can you please provide the data and analyses supporting the statements on the slide?
There are strong statements in the slide re the efficacy of vaccination, and | am not sure | see data
to support that.
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I hope you are well. Attached are the Word and PDF versions of ACIP’s COVID-19 WG TOR. This version has been
reviewed by OSBI, OGC CDC/HHS, NCIRD, 10D, other HHS POCs and the WG Chair/ACIP members on the WG.

Would you please update the ACIP WG site today — under COVID 19 (ACIP Work Groups | ACIP | CDC) - with the
information below and a link at the bottom to the full document: (please feel free to change the font color to black,
| used blue to separate it from my email text)

COVID-19 Immunizations

TOPICS UNDER DISCUSSION BY THE WORKGROUP
The following topics relevant to COVID-19 immunization for effective control of COVID-19 disease in the civilian
population of the United States will be under discussion in the WG in multi-year efforts.

1.

2.

Risk-benefit and cost-benefit analyses of existing and newly FDA-authorized mRNA and other COVID-19
immunizations, and immunization schedules as it relates to COVID-19 immunization to inform use
recommendations, personalized per age-group, major risk factors and health status.

To identify critical gaps in the existing scientific and clinical knowledge and methodologies related to the
safety and efficacy of the COVID-19 immunizations, to inform the development of policy
recommendations and further analyses and research by the CDC, other related federal agencies, and the
scientific community.

To review and summarize data, clinical and scientific knowledge related to adverse events associated with
COVID-18 immunizations to inform immunization recommendations in terms of precautions and
contraindications to receipt of immunization.

DESCRIPTION of WORKGROUP ACTIVITIES
The following activities provide a framework for the COVID-19 immunization WG multi-year efforts which may
involve data requests from other Federal and private partners:

1.

w

o

10.

Review and summarize existing data and published and unpublished research and clinical knowledge
related to the safety, effectiveness, and immunogenicity of COVID-19 immunizations authorized or
approved in the United States.

Summarize literature reviews of the epidemiology of COVID-19 disease and SARS-CoV-2 virus.

. Assess the benefit-risk balance for administration of COVID-19 immunization products at the same time

as other immunizations.

Identify areas where additional data and research are needed to inform COVID-19 immunization
recommendations.

Develop COVID-19 immunization recommendations.

Review and summarize the existing clinical and scientific information available; and gaps in the existing
knowledge, including from other federal agencies like the FDA, where appropriate relating to bio
distribution, pharmacokinetics and persistence of the spike protein, mRNA, and lipid nanoparticles to
inform immunization recommendations.

Review and summarize the existing clinical and scientific information (including from federal agencies like
the FDA, where appropriate); gaps in the existing knowledge regarding potential impurities (e.g., DNA
contamination and endotoxins) in existing immunization products and their health impacts to inform
immunization recommendations.

Review and summarize the existing scientific knowledge, and gaps, regarding the cumulative short- and
long-term impact of repeated boosting immunization including non-specific effects (e.g., 1gG4 class
switching, immune imprinting, viral evolution under leaky immunizations) to help inform immunization
recommendations.

Examine the impact of COVID-19 immunization on COVID-19 and all cause deaths, hospitalizations, and
disability to inform immunization recommendations.

Analyze existing data and scientific knowledge regarding cardiovascular, thrombotic, neurological,
immunological and other serious adverse events potentially caused by COVID-19 immunization.
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11. Review and summarize available data, information, and gaps regarding long-term Covid effects from
scientific literature and clinical experience associated with COVID-19 immunization products and COVID-
19 infection to inform policy recommendations.

12. Map existing COVID-19 immunization policies in countries around the world and how they compared to the
us.

13. Analyze existing data and scientific knowledge related to the safety of COVID-19 immunization during
pregnancy.

[LINK TO FULL TOR]

Many thanks!

V/R
Mina

Mina Zadeh, PhD, MPH

Designated Federal Officer, ACIP Executive Secretary
Director, Scheduling and Advance

immediate Office of the Director / Office of Chief of Staff
Centers for Disease Control and Prevention (CDC)
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Advisory Committee on Immunization Practices,
Centers for Disease Control and Prevention (ACIP, CDC)
COVID-19 Immunization Workgroup
Terms of Reference
UPDATED: July 22, 2025

PURPOSE

This document defines the activities, membership, and administrative requirements associated
with the establishment of a COVID-19 Immunization Workgroup under the Advisory
Committee on Immunization Practices, Centers for Disease Control and Prevention (ACIP,
CDC). ACIP utilizes subgroups of the Committee, known as Workgroups (WGs), to review
relevant published and unpublished data, and clinical and scientific knowledge, and develop
options for presentation to the full ACIP parent committee during its public meetings to facilitate
discussion, deliberation and development of recommendations. ACIP WGs are intended to

for expert input to inform development of CDC immunization policy. ACIP WGs serve a key kS

scientific role in support of immunization policy development by ‘ACIPL The COVID-19 A

Immunization WG has been specifically established to review data, as well as clinical and

scientific knowledge on COVID-19 immunizations, to help develop COVID-19 immunization % |

policy options for and recommendationsfor-ACIP consideration to formulate advice to CDC and
HHS |leadershi

For the purposes of this document, Immunization refers to vaccines and other antibody protective

products, to prevent disease, e.g., immunoglobulins.
BACKGROUND

COVID-19 is a disease caused by the SARS-CoV-2 virus. For some patients, COVID-19 can stilt
be severe, causing significant morbidity and mortality. Currently there are three vaccine
manufacturers (Moderna, Novavax, and Pfizer) with a combined Ifour COVID-19 vaccines[ __________
authorized or approved for use in the United States. As the SARS-CoV-2 virus evolves, new
formulations of the COVID-19 vaccine have been developed to better fmatehlapproximate
currently circulating strains.

The COVID-19 WG was established in 2020 and met frequently to discuss immunization
recommendations as the COVID-19 pandemic evolved. ACIP meets-three-timaes-per-yearhas
three scheduled meetings per vear, and as needed, to provide recommendations on existing
and/or newly developed vaccines.
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-1 Commented [DD1]: | wonder if this is correct. Is the

. | direction of the WG.

clinical direction guided by policy? Seems like rather than
direction, it should be “policy questions asked, its focus and
pace...” is more appropriate. The data should drive the

Commented [DH2]: Would not say perceived need- FACA

l\
\ | science you want external input for validation

mandates this- plus | would suggest for gold standard

Commented [DD3]: What does that mean? Seems like if

Linput, right?

its part of a FACA there is legislated need for external expert

“ | ACIP recommends a direction

Commented [DD4]: CDC and HHS develop the policy.

Commented [DD5]: Needs to be VERY clear that ACIP

does not MAKE policy

-1 Commented [DD6]: Does this include pediatric

formulations to make the count 4?

describing this updating of the vaccine.

______________________ .‘-—“{Commented [DD7]: Match not a preferred way of }
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According to the 21% Century Cures Act (PL 114-255), ACIP shall also, as appropriate, consider
new vaccines or new indications at its next regularly scheduled meeting after licensure; if the
Committee defers making a recommendation, it will provide an update on the status of its

are designated as breakthrough [interventions t-hef&pﬂ_gy_ggu]gd_ beusedinapublichealth _,.-——{Commented [DDB8]: Almost no vaccines are a therapy. ]
emergency.

The purpose of this WG is to review available data, as well as clinical and scientific knowledge,
to support the development of recommendations for ACIP consideration that are used to advise
CDC and HHS.

Commented [DD9]: ACIP consideration is not the final }
step.

In accordance with the ACIP Charter, the COVID-19 WG will prepare information for the ACIP
members to enable them to:

. IAdvise on population groups and/or circumstances in which a vaccine or related agent is
recommended.

¢ Provide recommendations on contraindications and precautions for use of the vaccine and
related agents and provide information on recognized adverse events.

s Provide recommendations that address the general use of vaccines and immune globulin
preparations as a class of biologic agents, use of specific antibody products for prevention
of infectious diseases, and special situations or populations that may warrant modification
of the routine recommendations.

* Support committee deliberations on use of immunization to control disease including
consideration of disease epidemiology and burden of disease, immunization safety,
immunization efficacy and effectiveness, the quality of evidence reviewed, economic
analyses, and implementation issues.

e Revise or withdraw their recommendation(s) regarding a particular immunization as new
information on disease epidemiology, immunization effectiveness or safety, economic
considerations, or other data that becomes available.]

P { Commented [DD10]: These are great }

The WG will also assist and support ACIP, in accordance with Section 1928 of the Social
Security Act, to be able to establish and periodically review and, as appropriate, revise the list of
immunization for administration to children and adolescents eligible to receive immunizations
through the Vaccines for Children Program, along with schedules regarding the appropriate dose
and dosing interval, and contraindications to administration of the pediatric immunization.

TOPICS UNDER DISCUSSION BY THE WORKGROUP

The following topics relevant to COVID-19 immunization for effective control of COVID-19
disease in the civilian population of the United States will be under discussion in the WG in
multi-year efforts.

1) Risk-benefit and cost-benefit analyses of existing and newly FDA-authorized mRNA and
other COVID-19 immunizations, and immunization schedules as it relates to COVID-19
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immunization to inform use recommendations, personalized per age-group, major risk factors
and health status.

2) To identify critical gaps in the existing scientific and clinical knowledge and methodologies
related to the safety and efficacy of the COVID-19 immunizations, to inform the
development of policy recommendations and further analyses and research by the CDC,
other related federal agencies, and the scientific community.

3) To review and summarize data, clinical and scientific knowledge related to adverse events
associated with COVID-19 immunizations to inform immunization recommendations in
terms of precautions and contraindications to receipt of IimmunizationL

DESCRIPTION of WORKGROUP ACTIVITIES

The following activities provide a framework for the COVID-19 immunization WG multi-year
efforts which may involve data requests from other Federal and private partners:

1. Review and summarize existing data and published and unpublished research and clinical
knowledge related to the safety, effectiveness, and immunogenicity of COVID-19
immunizations authorized or approved in the United States.
2. Summarize literature reviews of the epidemiology of COVID-19 disease and SARS-CoV-2
virus.
3. Assess the benefit-risk balance for administration of COVID-19 immunization products at
the same time as other immunizations.
4. Identify areas where additional data and research are needed to inform COVID-19
immunization recommendations.
5. Develop COVID-19 immunization peliey-recommendations.
6. Review and summarize the existing clinical and scientific information available; and gaps in
the existing knowledge, including from other federal agencies like the FDA, where
appropriate relating to bio distribution, pharmacokinetics and persistence of the spike protein,
mRNA, and lipid nanoparticles o inform immunization recommendations. fe
7. Review and summarize the existing clinical and scientific information (including from
federal agencies like the FDA, where appropriate); gaps in the existing knowledge regarding
potential impurities (e.g., DNA contamination and endotoxins) in existing immunization
products and their seieaﬁ-ﬁeal-wenewakh@gl_th impacts to inform immunization
recommendations. | e
8. Review and summarize the existing scientific knowledge, and gaps, regarding the cumulative
short- and long-term impact of repeated boosting immunization including non-specific
effects (e.g., IgG4 class switching, immune imprinting, viral evolution under leaky

immunizations)_to help inform immunization recommendations.

Page 3 of 6
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_.---"1 Commented [DH11]: What about benefits as well?

Would suggest this statement be more balanced

Commented [DD12]: This is the key part of this sentence.
This review does not exist to relitigate regulatory action.

Commented [DD13]: Seems like this phrase is implicit in
the delfiberations at ACIP WGs.

Commented [DD14]: There should be a why here as in
the above. | wonder if the title of this section should be:

DESCRIPTION of WORKGROUP ACTIVITIES THAT INFORM
THE DEVELOPMENT OF IMMUNIZATION
RECOMMENDATIONS.
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9. Examine the impact of COVID-19 immunization on COVID-19 and all cause deaths,
hospitalizations, and disability to inform immunization recommendations.
10. [Analyze-Review and help interpret existing data kmd scientific knowledge regarding

Commented [DD15]: Not sure the WG’s job is to analyze
data.

caused by COVID-19 immunization. {Commented [DD16]: Should change major to serious? ]
11. Review and summarize available data, information, and gaps regarding long-term Covid

effects from scientific literature and clinical experience associated with COVID-19

immunization products and COVID-19 infection to inform policy |recommendationsL _____________
12. Map existing COVID-19 immunization policies in countries around the world and how they

compared to the US.
13. Aﬁ&yﬁdReview and help interpret Existing data and scientific knowledge related to the { Commented [DD18]: WG doesn't analyze data, ]

safety of COVID-19 immunization during pregnancy.

Commented [DH17]: This is ok, but see this more in NIH
lane re long COVID

MEMBERSHIP

Workgroup Leadership: The COVID-19 Immunizations WG is chaired by one of the ACIP,
CDC members appointed to serve as Special Government Employees. The Workgroup Lead
(WGL) is a federal employee, identified by the Immediate Office of the Director in consultation
with the appropriate CDC program. The WG Chair, in consultation with the WGL, ACIP, CDC
DFO, determines the WG’s membership and work priorities and deliverables to the full
committee.

Workgroup Membership: The COVID-19 Immunizations WG is composed of experts who are
appointed based on their professional, scientific, technical, or other expertise. They are experts
who are regarded as an authority or a practitioner of unique competence and skill by other
persons in their profession, or occupation. Upon request, HHS federal agencies named in the
ACIP charter may also appoint members to serve on WGs. The COVID-19 Immunizations WG
will be composed of members from a variety of disciplines. The WG will engage with the
following disciplines on WG activities to:

s Public health science and practice;

» Public health policy development, analysis, and implementation, including development and
execution of immunization programs for children and adults;

Clinical and medical practice, and patience-care experience;

Epidemiology;

Molecular biology;

Immunology;

Virology;

{Drugland vaccine safety; and { Commented [DD19]: And vaccine ]

Consumer perspectives and/or social and community aspects of immunization programs

® & o ¢ o o o
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Due to the complexity and variability of information to be gathered, additional external subject
matter experts may also be invited to provide data and presentations to the WG and answer
questions during COVID-19 Immunization WG meetings on an ad hoc basis. Such additional
external subject matter experts will not be members of the WG and will not participate in any
deliberations or WG discussions.

MEETINGS, ADMINISTRATION, and TIMELINES

. Administrative Oversight: The WGL will work with the WG Chair to arrange meetings,
document meeting proceedings, and report to the ACIP on the COVID-19 Immunization WG’s
activities and findings.

. Meeting frequency and location: The COVID-19 Immunization WG will meet on an as needed
basis as determined by the WG Chair and WGL. All COVID-19 Immunization WG meetings are
convened virtually via teleconference.

. Meeting structure: In addition to the WGL, at least two ACIP Special Government Employee
members (one of whom serves as the COVID-19 Immunization WG Chair) must be present at
each meeting for a quorum. An agenda, relevant publications, and background documents will
be circulated as read ahead material prior to each meeting.

. Conflicts of Interest: WG members will complete an ACIP WG Agreement and Conflict of
Interest Certification process prior to participation on the WG. They will consent to abide by
several guiding principles and disclose interests (e.g., employment, special interests, grants, or
contracts) that a reasonable person could view as conflicts or potential conflicts of interest with
their COVID-19 Immunization WG participation. Members will also disclose any potential
conflicts of interest before each meeting. If a COVID-19 Immunizations WG member indicates
a potential or actual conflict of interest, the ACIP, CDC DFO in consultation with the WGL will
review and make a determination as to whether the individual must recuse themselves from
participating in WG discussions that implicate such a conflict-of-interest concern.

. Confidentiality: The discussions of the COVID-19 Immunizations WG may include information
that is unpublished, protected, privileged, or confidential. WG deliberations, including policy
options under consideration by the WG, are also considered confidential. Information of this
nature must not be disseminated, distributed, or copied to persons not authorized to receive such
information. When these types of information are distributed, the person/s presenting will
identify the information as such, so all members are duly informed; and written materials shall be
clearly marked as such. Unlike ACIP meetings, which are open to the public, COVID-19
Immunizations WG teleconferences are not subject to the open meeting requirements of the
Federal Advisory Committee Act or the GSA Final Rule; data presented during these
meetings/teleconferences are often proprietary and should not be distributed to people other than
approved COVID-19 Immunizations WG members.

. CDC Staff Involvement: CDC staff do not serve as members of the COVID-19 Immunizations
WG but may provide administrative support and technical expertise to ACIP WGs, bringing
subject matter expertise and current professional focus in areas relevant to the goas of the
COVID-19 Immunizations WG. Consultation or informational presentations by CDC staff will
be transparent and evident to minimize the risk of, or the appearance of, undue influence that
would compromise the independence of the WG. The ACIP, CDC DFO and WGL of COVID-
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19 Immunizations WG, in consultation with the Chair of the COVID-19 Immunizations WG,
will monitor the interaction between the WG and the agency staff to ensure that the WG
activities and work products are appropriate and that there is not undue influence by the CDC or
by any special interest group on the activities or work products of the WG.

Timelines: ACIP WGs are established when needed and terminated once the activities and work
products stated in the terms of reference have been completed and the WG’s charge has been
fulfilled.

Subject content: Findings and opinions of the COVID-19 Immunizations WG members will be
discussed at meetings. The COVID-19 Immunizations WG’s findings will be presented to ACIP
for consideration for action (discussion, deliberation and decision).

Workgroup Meeting Summaries: Meeting minutes will be created to capture the information
gathered during each COVID-19 Immunizations WG meeting and teleconference.

. Workgroup findings: The COVID-19 Immunizations WG will present findings (briefing

documents, background materials, presentations) to ACIP for consideration and deliberation in a
public meeting. Final versions of all slides presented at the ACIP meeting will be posted on the
ACIP website following the meeting and included in the committee’s official records.

. Workgroup Record Keeping: Ali CDC FACA committees, subcommittees, and WGs are subject

to the Federal Records Act. All records wiil be uploaded in the Federal Advisory Committee
Management Portal. The summary report and other WG documents will become part of the
ACIP’s official records as required by GENERAL RECORDS SCHEDULE 6.2: Federal
Advisory Committee Records

RECORDKEEPING and REPORTING

The WG Chair and WGL will present findings/outcomes/observations/recommendations to the
ACIP parent committee for discussion, deliberations, further development of recommendations
and vote in an open public forum. Approved ACIP recommendations adopted by the CDC
Director will be published in the Morbidity and Mortality Weekly Report (MMWR). In addition,
approved ACIP recommendations will be included in the ACIP meeting minutes and annual
report.
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Houry, Debra E. (CDC/IOD)

From: Reczek, Jeffrey (CDC/OD/CDCWO)
Sent: Monday, May 19, 2025 9:03 AM
To: Houry, Debra E. (CDC/IOD)
Subject: Fw: DRAFT DELIBERATIVE
Categories: 4

As discussed. | think this was also meant for Buzzelli.

Jeff Reczek
Director

From: Anderson, Hannah (HHS/10S) < IEGcGNIININGNGEGEGEGEGGEGE

Sent: Monday, May 19, 2025 8:28 AM

To: Archer, William (HHS/10S) </ ; THonpson, Matthew (HHS/ASL)
<

Cc: Reczek, Jeffrey (CDC/OD/CDCWO) <R ; 8urns, stuart (CDC/10D) <[ NG

Subject: DRAFT DELIBERATIVE
Reyn-

Bobby has asked for the following changes to be made for the next ACIP meeting:

1. Replace the members with the ten identified

2. Addvotes on “joint decision making” for Hep B (for healthy children and potentially others) and multi-dose
flu for pregnant women and children

Announce that we are bringing back the 7 year review and the biannual report on vaccines

4. Review of the definition of vaccine

w

Feel free to loop with Jeff and Stuart and then come check in with me.
Hannah
Hannah Anderson

Deputy Chief of Staff, Policy
U.S. Department of Health and Human Services (HHS)
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[RECOMMENDATION] MEMO

Predecisional Draft

DATE: Tuesday, May 20, 2025

TO: Secretary Robert F. Kennedy, Jr.

THROUGH: Hannah Anderson, Deputy Chief of Staff for Policy
FROM: Reyn Archer, Counselor to the Secretary
SUBJECT: Replacing ACIP Members

ISSUE M%mmmdeﬂ%m%mm

e er-adm extended-the-tern nal-6-membe .Wxththecurrent
conﬁguratxon the Trump Administration will onlv be able to add one member in 2024 with the
majority of new members be-unable-add-new-members-until 2027. This gives Biden appointees

significant sway over ACIP and its recommendations until 2028, ...--~| Commented [DHL1]: I'm not sure this is accurate so removed
'''''''''''''''''''''''''''''''''''' and added one sentence statement.
Recommendation — Two Options
Option #1
End the terms of all 19 Iex1stmg|,A_CIP_ Members and replace the entire membership with 9 . { Commented [DH2]: Took number out since 1 think it is }
currently 17

new ACIP Members, making the Committee a more manageable size.

Option #2 — Staff Recommendation

1 Replace at least 940 of the current 179 Members of ACIP with new Trump
Administration Appointees.

Considerations When Considering Current ACIP Member Terminations

In selecting members to remove and replace among the issues to consider are: (1) the expertise of
the member, (2) the date on which the ACIP Member began service on ACIP, and (3) whether
termination of a member who currently serves as a Work Group chair may have an adverse
mlpact on ACIP due to the lack of contmulty of knowledge on 1ssues llkely to come up for a vote
in June including.Fhe-mere-tim . fg h R y e
fervotesare; Adult RSV, Matemal/ Pedlatrlc RSV Influenza, HPV and COVID 19. Other 1tems
that may come up for votes, but that are less timely are Meningococcal, and Mpox,

In selecting Members for replacement further considerations could be given to: (1) replacing the
most recently appointed ACIP members based on their original appointment date, (2) replacing
the longest-serving ACIP members though this would impact the current chair and next chair, (3)
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replace the six who are not current work group chairs, or (4) a-some combination of the above.
Whatever option is pursued, replacement members should fill expertise gaps left by terminated
members.

A decision should be made this week on options as it could take several weeks to complete ethics
and COI vetting, develop new ACIP member package, and process travel in time for the in-
person June meeting. A FRN to request new members is also a consideration, but this would not
allow new members to be in place.

Background on Current ACIP Members

End Dates for Current ACIP Members:

2025 1 vacancy
July 2026 No vacancies
July 2027 4 vacancies
July 2028 10 vacancies
July 2029 4 vacancies

Below is a table detailing current ACIP members, their term start and end dates, extensions,
workgroup memberships, chair positions, and areas of expertise. The list is in order of the newest
member being listed first. Note also that not listed below are: (1) one vacancy, and (2)

, whose reappointment is pending.

Page 2 of 3



A17-7

SERVICEs,
C3 %,

Office of the Secretary

WEALTH
o <
(2

C DEPARTMENT OF HEALTH & HUMAN SERVICES

S

"
A,
“veaa

internal medicine, public health,
ZUCKER, Jane 12/23/2024 | 6/30/2028 public health responsa Anthrax, HPV Yes
nursing, public heaith,
LYONS, Karyn 12/20/2024 | 6/30/2028 No
ASTURIAS, Edwin Chikungunya, mpox, Lyme
José 71112024 6/30/2028 Pediatric infectious diseases disaasa Yos
BREWER, Noel T. 71112024 6/30/2028 social and behaviora! science HPV, COVID, Lyme disease No
CHEN, LinH., 71112024 6/30/2028 Travel Cl mpox No
Padiatric Infactious diseases, Maternal peds RSV, adult
CHU, Helen Y., 71112024 6/30/2028 R8V RSV Yes
infections In
KAMBOJ, Mini 7/1/2024 6/30/2028 Immunocompromised patiants Pneumococcal, adult RSV No
KUCHEL, George A., | 7/1/2024 6/30/2028 Infections In the elderly COVID, P No
MOSER, Charlotte heaith education, consumer Meningococcal, Schedules,
A, 71172024 6/30/2028 reprasentative Lyme disease No
SCHECHTER, 2/6/2024 pedlatrics, immunlzation COVID, HPV, Pneumococcal,
Robert 6/30/2027 programs Influenza Yes
TALBOT, Helen 315/2024 expertise in adult immunization, ACIP chalr, influenza, COMMITTEE
Keipp 6/30/2025 influenza COVID CHAIR
JAMIESON, Denise 3/4/2024
Jo, 6/30/2027 Qbstetrics and gynecology CMV, matemal peds RSV Yes
MALDONADO, pedlatrics, pediatric infectious
‘Yvonne (Bonnie) 3/412024 613012027 Mpox, CMV Yes
immunalogy, infections In the
SHAW, Albort C., 31412024 613012027 alderly Adult RSV, influenza Yes
CINEAS, Sybit 7/28/2021 6/30/2025 Pedlatric and adult medicine h HPV Yos
HPV, COVID, Matermnal peds
BROOKS, Oliver 7/26/2021 6/30/2025 Padiatrics RSV Yes
712612021 family medicine, private practice, | Meningococcal,
LOEHR, Jamle 6/30/2025 health i Pneumococcal, Influenza Yas
Conclusion:

Secretary Kennedy therefore has full control over ACIP under statute and the Unitary Executive
Theory including the appointment and removal of ACIP members at will.

Legal Authority:

Under the Unitary Executive Theory, full control of the Executive Branch is vested in the
President. The President has extended his authority over the Public Health Service to the
Secretary of Health and Human Services. The Secretary can use his authority to establish or
terminate discretionary advisory committees under 42 USC § 217(a); this authority was used to

establish ACIP.
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Hou:z, Debra E. (CDC/IOD) - —— —

From: Houry, Debra E. (CDC/IOD)

Sent: Monday, May 19, 2025 7:51 PM

To: Patterson, Sara S. (CDC/PHIC/OD); Buzzelli, Matthew J (Matt) (CDC/IOD); Burns, Stuart
(CDC/IOD); Witkofsky, Nina (CDC/IOD)

Cc: Daskalakis, Demetre (CDC/NCIRD/OD)

Subject: is this tthe question re definition of vaccine?

Categories: 4

Was trying to figure out what the email from Hannah meant- below is what comes up when googling CDC
and vaccine definition. LMK if this refers to something else and | can look into it.

https://apnews.com/article/fact-checking-976069264061

Experts say changes to CDC’s vaccination definition are normal

By SOPHIATULP

Published 1:47 PM EDT, February 9, 2022

CLAIM: The Centers for Disease Control and Prevention has changed its definition of vaccination
because COVID-19 vaccines are ineffective.

AP’S ASSESSMENT: Missing context. The CDC has altered the language in the definition of vaccination on
its website, including after the development of COVID-19 vaccines, but the changes were made to
prevent potential misinterpretations, and did not alter the overall definition, according to the agency.
Experts confirmed to The Associated Press that the changes reflect the evolution of vaccine research
and technology.

THE FACTS: The suggestion that COVID-19 vaccine ineffectiveness led the CDC to change its definition
of the word online was amplified this week by U.S. Rep. Thomas Massie, a Kentucky Republican who has
been critical of pandemic mask and vaccine mandates.

Massie shared an image containing three definitions for the word “vaccination” with his 326,000
followers on Sunday. One was labeled “pre-2015” and described vaccination as: “Injection of a killed or
weakened infectious organism in order to prevent disease.” Another was dated 2015-2021 and said: “The
act of introducing a vaccine into the body to produce immunity to a specific disease.” The third was from
September 2021, calling vaccination: “The act of introducing a vaccine into the body to produce
protection from a specific disease.”

Massie added the caption: “The vaccine that redefined vaccination,” and in a follow-up tweet stated that
he made the image by compiling definitions from the CDC’s website, “using wayback machine to find
copies of their old websites.”

The claim has previously spread online from other sources, with the false suggestion that the definition
changes prove the vaccines don’t work.

The AP was able to verify through web archives that the language on a CDC page titled “Immunization
Basics,” has changed in these ways over time. But this does not mean that the agency altered it because
of problems with the coronavirus vaccines.

The CDC told the AP in a statement that it made the language shifts to add detail and increase
transparency.

“While there have been slight changes in wording over time to the definition of ‘vaccine’ on CDC’s
website, those haven’t impacted the overall definition,” the statement said, noting that the previous
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definition “could be interpreted to mean that vaccines were 100% effective, which has never been the
case for any vaccine.”

Dr. John P. Moore, a professor of microbiology and immunology at the Weill Cornell School of Medicine,
said Massie’s remarks amounted to “disinformation” and were based on “semantics not science.”

“] have no problem with the CDC’s language tweaks,” Moore wrote in an email to the AP. “They are
informative, not sinister.”

Moore explained that the vaccines protect against disease, not against infections. He said that while the
strength of the antibody response can decrease “over a multi-month period,” leading to reduced
protection against infection, the vaccines are still effective overall because they continue to protect
against severe disease and death. This is true for the omicron variant as well, he said.

Dr. Ryan Langlois, a microbiology and immunology professor at the University of Minnesota, says the
CDC’s changes “make total sense,” and add nuance following emerging vaccine developments such as
mRNA technology.

“We’ve repurposed this word, vaccination, from 200 plus years ago,” said Langlois, who teaches a
course on the history of vaccination. “It’s always difficult when a word is so entrenched but the
technology is changing. | think it’s very, very clear that one of the things the CDC is trying to dois to try to
update the definition with the updating technology.”

Langlois said the changes also help to make the definition more accurate. He said the word “immunity”
can be misleading with any vaccine, as “it’s incredibly rare that that immunity is perfect.”

“Their first definition had protection, and ultimately that’s what a vaccine is supposed to do,” he
explained. “Then their second definition used the word ‘to generate immunity’ which is how the
protection is derived. But immunity can be a misleading term, because people think if they’re immune
it’s all or none. Immunity is not that simple and | think that’s what they tried to do with their third
definition. They went back to this protection idea because that’s really what vaccines do.”

This is part of AP’s effort to address widely shared misinformation, including work with outside
companies and organizations to add factual context to misleading content that is circulating

online. L.earn more about fact-checking at AP.
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Doretha (Rita) Turner, MS
Deputy Director
'5 ‘ Ethics and Integrity Office
" Centers for Disease Control and Prevention (CDC)
- Department of Health and Human Services (HHS)
|

Have an ethics-related question? Submit your inquiry to the HR Service Desk: Ethics Guidance and General
Inquires

From: Card Mina, Mary (HHs/0GC) <G

Sent: Monday, May 19, 2025 10:45 AM
To: Turner, Doretha (Rita) (CDC/OCOQ/OHR) <-
cc: Blanchette, Jason (HHS/0GC) <} H:ncock Glenn (HHS/OGC) <_

Subject: FW: new vettees
Importance: High

Hi Rita
By any chance are you vetting these individuals for roles as SGEs with the ACIP FACA for CDC? We just received

an inquiry on status and are trying to sort out if a 450 has been assigned, if anyone is working with them
etc. Thanks!

Mary
Last First Phone Email
Malone Robert

Miesner Cody
Kulldorf Martin

Fogel Sylvia
Pebsworth Vicky
Ross Michael
Levi Retsef
Pagana James
Fisher Barbara

--- Malone, Kulldorf are both processing as SGEs for OASH and can be dual hatted.
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Houry, Debra E. (CDC/IOD)
m

From: Houry, Debra E. (CDC/IOD)

Sent: Tuesday, May 20, 2025 1:14 PM

To: Buzzelli, Matthew J (Matt) (CDC/IOD); Witkofsky, Nina (CDC/IOD); Burns, Stuart
{CDC/IOD); Patterson, Sara S. (CDC/PHIC/OD)

Subject: onboarding/ offboarding FACA members

Attachments: CDC 1547(E) SGE Annual Certifications.pdf; CDC 0 1450(E) Research Support-Project
Funding.pdf; OGE Form 450 Dec 2023.pdf; HHS-697.pdf

Categories: 4

Hi 10D

Sara and | had a productive meeting this morning with our SBI team re FACA-

¢ Newmembers 9-10- we need their CVs now- that will allow us to start putting them in the system
and doing some of the COl reviews

¢ Onboard (forms/vetting needed)- would be helpful to know what WH is doing vs what we will need
to do- here are the forms we use for ACIP:
o OGE Form 450, Confidential Financial Disclosure Report— Note: CDC uses an electronic system to
complete the OGE 450 (Ethics Program Activity Tracking System) see attached pdf
version. htips:

* CDC form 1450 - Research-Support Project Funding (see attached pdf).

e Emolument disclosure - HHS Form 697 — At CDC, the form below is in EPATS for SGEs to complete
- see attached pdf version.
| J/ hi sites/default/files/hhs-697.ndf

e Lobbyist Certification Form — see CDC form 1547 (attached pdf).

e SGE annual ethlcs tramlng CDC’s SGE training is located on the web page EIDJQS_IJEAQ_LQQQ
Specifically, E

After all of the above is completed the CIO completes a form pertinentto the needs of the
committee. This allows each committee to execute even more stringent criteria regarding the
mitigation of conflicts of interest.
e Offboard existing- need decision from HHS on how to proceed this week
o Riskto offboard if workgroup chairs are offboarded without being replaced
o Quorum: up to 19 members, 13 needed for quorum at present.
e Timing of forms/vetting
o Focus: (match same level of vetting as existing members)
» Conflict of interest, ethics, FRN (needs to run 15 days prior to meeting ~ June 10 at
latest, idealis early June)
* Forms: 450 (financial disclosure), HHS 697 (foreign activity disclosure), CDC 1450
(Research support), CDC 1547 (ethics training, non-lobbyist certification)
o Orientation
= ACIP roles/responsibilities, FACA functions, Ethics training (online and briefing so
they can ask questions)
o Otheritems
=  OHRonboarding
*  Travel
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Houry, Debra E. (CDC/IOD)

From: Houry, Debra E. (CDC/IOD)

Sent: Tuesday, May 20, 2025 3:27 PM

To: Buzzelli, Matthew J (Matt) (CDC/IOD); Burns, Stuart (CDC/IOD); Witkofsky, Nina
(CDC/IOD); Patterson, Sara S. (CDC/PHIC/OD)

Subject: additional info re FACA timelines/ process

Categories: 4

From our SBIl team

Likely not needed given HHS direction:

Designated Federal Officer and Committee Management Staff conduct strategic outreach to identify
candidates from a variety of sources.

CIO (Designated Federal Officer, Committee Management Specialist, CIO Director) critique candidates
(NCIRD conducts multiple levels of review including utilizing a steering committee of experts to finalize
candidates to serve on ACIP)

CIO staff nominate members via a draft nomination package (consists of CVs, demographic information,
summary of qualifications, etc.) for each candidate.

OSBI edits/reviews the package and submits to OES for OD review/approval to transmit to HHS Office of
the White House Liaison (WHL) .

OES sends signed approval to OSB! for transmittal to HHS WHL.

Process would start here:

HHS WHL sends OSBI the approved slate of candidates (may include substitutions by HHS or the White
House),

OSBI notifies CIO to prepare the final nomination package documents,

CIO submits package to OSBI for review.

OSBI finalizes the package and sends to OES for signature.

OES sends signed documents to OSBI for transmittal

OSBI transmits to HHS WHL for the Secretary’s signature.

Signed package documents returned to OSBI for processing.

OSBI staff send out invitation package to approved candidates via email.

Approved candidates accept or decline the invitation via email.

Copies of the acceptance or declination shared with the sponsoring CIO.

ClO sends out the welcome letters with instructions regarding the OHR onboarding process
OHR sends email invitation regarding USA Staffing onboarding requirements.

OHR facilitates the onboarding process including administering the oath of office.
Simultaneously, the CIO enters the member into Navigator and initiates PARs action

OSBI adds the new member into EPATS and send the invitation to complete the COl forms.
OSBI facilitates completion of the on-line ethics training and all the conflict-of-interest forms.
OSBI, ClO staff and OGC schedule new member orientation.
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Hou:x, Debra E. (CDC/IOD)

From: Daskalakis, Demetre (CDC/NCIRD/OD)

Sent: Monday, June 16, 2025 2:24 PM

To: Burns, Stuart (CDC/IOD); Houry, Debra E. (CDC/IOD); Greco Kone, Rebecca
(CDC/NCIRD/OD); Witkofsky, Nina (CDC/IOD); Zadeh, Mina (CDC/OD/OCS)

Subject: RE: ACIP UPDATE: Draft vote language and agenda

The best option is still FDA declaring this from their regulatory/production side of vaccines. Ifthereisa
preference that ACIP make this decision, this ends up being mainly a question of meeting order. | think it
ould be GREAT f i nect with i

Normally discussions in work groups with data review would lead to vote language. Given the state of
the data on Thimerosal and the fact that there will not be a lot of time before the next ACIP meeting, such
language may have to be motioned by one of the voting members during the meeting. The voting member
could motion to add a second vote to the flu docket that reflects this language on Thimerosal. The rest is
rules of order in terms of seconding the motion and taking this to a vote.

Demetre

£5C1

From: Burns, Stuart (CDC/10D) <G

Sent: Monday, June 16, 2025 1:46 PM
To: Houry, Debra E. (CDC/IOD) ; Greco Kone, Rebecca (CDC/NCIRD/0D) | Witkofsky,
Nina (CDC/IOD) ; Zadeh, Mina (cDc/0D/ocs) GG

Cc: Daskalakis, Demetre (CDC/NCIRD/OD) NG
Subject: Re: ACIP UPDATE: Draft vote language and agenda

Demetre Costas Daskalakis

Director, National Center for Immunization and Respiratory Diseases
Centers for Disease Control and Prevention (CDC)

Department of Health and Human Services (HHS)

Based on discussions and what I’m hearing from the secretary’s office They are very interested In having
ACIP Vote to recommend only thimerosal free flu vaccine to pregnant women and children 12 and under.
What steps need to be take to consider this on the agenda?

Stuart

predecisional preliminary draft

Get Qutlook for i0OS
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From: Houry, Debra E. (CDC/IOD)
Sent: Monday, June 16, 2025 1:34:56 PM

To: Greco kone Rebecca (cpc/NCIRD/0D) {IIIR: vt ofsiy, nina (coc/ion) R svrms start
(cDC/10D) ; Zadeh, Mina (cDc/0D/0¢s) <[

Cc: Daskalakis, Demetre (CDC/NCIRD/OD)
Subject: RE: ACIP UPDATE: Draft vote language and agenda

Thanks Rebecca
I mentioned this morning, that things like strength of rec, shared decision making, etc usually come from
workgroup discussions

Debra Houry
Chief Medical Officer & Deputy Director for Program and Science
Centers for Disease Control and Prevention (CDC)

Deiartment of Health and Human Services (HHS)

From: Greco Kone, Rebecca (CDC/NCIRD/OD) -

Sent: Monday, June 16, 2025 12:12 PM

To: Witkofsky, Nina (CDC/10D) < Burns. stuart (coc/ioD) 4R Zad<h Mina (CDC/0D/OCS)
Cc: Daskalakis, Demetre (CDC/NCIRD/OD) <§ Il ; Houry, Debra E. (CDC/10D) -

Subject: ACIP UPDATE: Draft vote language and agenda

Good morning, Stuart,

I just spoke with Nina who mentioned that you had requested more specific information related to the
anticipated vote language for the upcoming ACIP meeting. Please see bottom of this email for the draft
language. Note that this typically is posted on the website during the public comment period and in
advance of the meeting. We could post this at the same time as the agenda, once itis all cleared.

Do we have any updates on agenda clearance from HHS?

Also, the team has proposed a change in the order of topics on the agenda. We have historically done the
sessions with votes first, followed by informational sessions, to ensure there was enough time to get through
everything with the voting topics (see attached). The attached agenda reflects the order change.

Thanks
Rebecca

In addition, the team

Draft vote language for the ACIP June 2025 meeting

Severalvotes are planned during the June 2025, ACIP meeting.

The vote language shown below is considered draft. All vote language is subject to change
and will continue to be updated in advance of the ACIP meeting.

Anticipated votes
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RSV Vaccines — Maternal/Pediatric

Draft Vote: Long-acting® monoclonal antibodies are recommended as approved or authorized by FDA
for infants <8 months of age born during or entering their first RSV season

Draft VFC Vote: Update the RSV vaccine VFC resolution to include recommendation for use of long-
acting* monoclonal antibodies as approved or authorized by FDA for infants <8 months of age born
during or entering their first RSV season

*Long-acting means only one dose is needed for protection during an RSV season

Influenza Vaccines
Draft Vote: Recommendations for influenza vaccination for the 2025-26 season

Rebecca Greco Koné
Deputy Director, National Center for Immunization and Respiratory Diseases
Centers for Disease Control and Prevention (CDC)

Deiartment of Health and Human Services (HHS)
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SECRETARIAL DIRECTIVE ON PEDIATRIC COVID-19 VACCINES FOR
CHILDREN LESS THAN 18 YEARS OF AGE AND PREGNANT WOMEN

May 19, 2025

The Department of Health and Human Services (HHS) continually considers and evaluates
available science and evidence related to the safety and effectiveness of all currently available
Food and Drug Administration (FDA) approved or authorized vaccines, and any risks of severe
disease, hospitalization, and death to certain populations.

By Secretarial Directive on June 18, 2022, HHS ratified the Centers of Disease Control and
Prevention (CDC) recommendations concerning use of Pfizer- BioNTech and the Moderna
COVID-19 vaccines in the U.S. population for children ages six months through five years,
consistent with the parameters of the Emergency Use Authorizations (EUAs) issued by FDA,
for the Pfizer- BioNTech and the Moderna COVID-19 vaccines. !

By Secretarial Directive on June 24, 2022, HHS ratified the Centers of Disease Control and
Prevention (CDC) recommendations concerning use of COVID-19 vaccines in the U.S.
population for children ages six through 17 years, consistent with the parameters of EUAs
issued by FDA.

The CDC also currently recommends the COVID-19 vaccine during pregnancy.?

Based on a review of the recommendation of the FDA and National Institutes of Health (NIH), I
have determined that the known risks associated with use of COVID-19 vaccines in healthy U.S.
children ages six months to 17 years do not outweigh the purported benefits of the vaccine.
Accordingly, the HHS Secretarial Directives ratifying CDC recommendations for use of
COVID-19 vaccines for children ages six months to 17 years and are rescinded.

Based on a review of the recommendation of the FDA, I have similarly determined that the lack
of high-quality data demonstrating safety of the mRNA vaccines during pregnancy combined
with the uncertainty of the benefits of vaccination pose potential risks to the mother and
developing baby. Therefore, the CDC recommendation that pregnant women receive the
COVID-19 vaccine is rescinded.

Accordingly, the CDC is directed to remove COVID-19 vaccines from the recommended Child
and Adolescent Immunization Schedule by Age and recommended vaccines during pregnancy, as
noted above.

Py , A
j/ 4’&”‘“ ¢ /@Ww.% P

¢ Robert F. Kennedy, Jr. ‘
Secretary

! The Pfizer and Moderna vaccines are currently approved by the FDA for children 12 years of age and older.
2 https://www .cde.gov/vaccines-pregnancy/recommended-vaccines/index html.
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Houry, Debra E. (CDC/IOD)

From: Daskalakis, Demetre (CDC/NCIRD/OD)

Sent: Friday, June 6, 2025 6:24 PM

To: Monarez, Susan (CDC/IOD); Buzzelli, Matthew J (Matt) (CDC/IOD)

Cc: Greco Kone, Rebecca (CDC/NCIRD/OD); Limbago, Brandi (CDC/NCIRD/OD); Houry,

Debra E. (CDC/IOD); Witkofsky, Nina (CDC/IOD); Burns, Stuart (CDC/IOD); Patterson,
Sara S. (CDC/PHIC/OD)

Subject: Policy document, pregnancy recommendations, slide deck

Attachments: NCIRD COVID19 schedule change data summary_6_6_25.pdf; INTERNAL USE
ONLY_Policy Impacts Analysis_COVID-19_6.6.25.pdf

Categories: 4

Susan and Matt,

Following up on the request from Reyn and Tracy Beth from FDA, NCIRD put together a slide deck that
summarizes our data related to COVID-19 vaccination, specifically the recent changes to the

schedule. Ourteam also put together a policy analysis related to the same schedule changes. Both
documents are attached here. Note that the slide deck is very dense; we are happy to provide briefings
on any of this material. Let me know if it is ok to send the attached slide deck and policy analysis to Reyn
and FDA.

Based on both the policy and the data we wanted to initiate a policy discussion with you regarding the
recommendation for pregnant women.

We would like to propose an additional look at the schedule as it relates to pregnant women and for you
to consider the possibility of revisiting this with the Office of the Secretary if you agree. Although covered
extensively in the attached Power Point, we summarized the data below that supports the following
policy proposal:

Consider a shar lini ision-makin commendation for pregnant women

refer to slides 3-19 in attached slide kformor
Receiving COVID-19 vaccine during pregnancy has benefits to both the baby and the pregnant woman
herself. In 2024-2025, among infants <6 months of age, hospitalization rates were similar to persons 65-
74 years of age. No COVID-19 vaccine products are approved for infants ages <6 months. Any protection
must come from transfer of maternal antibodies, either from vaccination during pregnancy or prior
infection.
Among infants <6 months hospitalized for COVID-19 in 2024-2025, 71% had no underlying conditions,
22% were admitted to the ICU, and 3.5% had any record of maternal COVID-19 vaccination during
pregnancy. Itis important for pregnant women, together with their healthcare providers, to make an
informed choice to receive COVID-19 vaccination to protect themselves and provide protection for
infants in their first months of life.

Additionally, in 2024-2025, 28.5% of women ages 15-49 years who were hospitalized with laboratory-
confirmed SARS CoV-2 infection were pregnant, of whom, 50% had one or more underlying conditions.

1
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4. CLAIM: A study from the UK of over 1.7 million children between the ages of 5 and 15 revealed
that cases of myo and pericarditis were found exclusively in those that received the COVID-
19 vaccine.

CITED REFERENCE: OpenSAFELY: Effectiveness of COVID-19 vaccination in children and adolescents |
medBxiv

CDC COMMENT ON CITED REFERENCE: This non peer reviewed article on medRxiv observed
myocarditis and pericarditis among vaccinated children and adolescents in the U.K. The study cohort
did not include over 1.7 million children, only ~1.24 million: 513,192 eligible adolescents were matched
with 410,463 unvaccinated controls and 177,360 eligible children were matched with 141,711
unvaccinated controls. 410,463 adolescents (12-15 yo ) received Dose 1, 220,029 adolescents that also
received Dose 2, 141,711 children (5-11 yo) received Dose 1 and 66,231 children also received Dose

2. The number of events was rare. This study used records from emergency room and hospitalizations
and therefore would not capture control patients that did not seek care or sought care in other locations.
There were 9 cases of pericarditis and 3 cases of myocarditis among adolescents who received the first
dose of COVID-19 vaccine, and in children there were 3 cases of pericarditis and no cases of myocarditis
after receipt of the 2" dose. Among those children who received the first dose of COVID-19 vaccine,
there were 3 cases of pericarditis and no cases of myocarditis; no cases of pericarditis or myocarditis
were observed following the second dose.

5. CLAIM: A study from Japan showed that COVID-19 vaccination was significantly associated with
the onset of myo and pericarditis. These occurred most often in males under 30.

CITED REFERENCE: SARS-CoV-2 mRNA vaccine-related myocarditis and pericarditis: An analysis of the
lapanese Adverse Drug Event R rt databa

CDC COMMENT ON CITED REFERENCE: These findings from Japan align with those of the COVID-19
vaccine safety monitoring systems from other countries, including CDC and FDA vaccine safety systems,
and confirm the published CDC and FDA findings and support the updated CDC clinical

considerations. The risk of myocarditis and pericarditis observed in these systems was highest among
males under the age of 30 years and among those who received Moderna COVID-19 vaccine.

6. CLAIM: A number of studies in pregnant women showed higher rates of fetal loss if vaccination
was received before 20 weeks of pregnancy.

CDC COMMENT ON CITED REFERENCE: The conclusion of this paper states that “SARS-CoV-2
vaccination was not associated with miscarriage, while accounting for the competing risk of induced
abortion.” These findings are consistent with prior studies (including published studies from CDC)
where the risk of miscarriage following the COVID-19 vaccine was not significant.

7. CLAIM: Another showed statistically significant increases in preterm birth.

CITED REFERENCE: ﬁafgty of SARS-CoV-2 vacglnation Qu ing pregnancy- obstetric outcomes from a
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children (6 mos-6 yr) has been reviewed by the ACIP COVID-19 Vaccine Safety Technical Work Group
(VaST) from 2020-2023, which found no safety concerns.

2. CLAIM: Information provided by manufacturers for the COVID-19 vaccines state, “[s]afety and
efficacy in individuals younger than 12 years of age have not been established,” and “[a]vailable
data on [COVID-19 vaccine] administered to pregnant women are insufficient to inform vaccine-
associated risks in pregnancy.”

CITED REFERENCE: Package Insert and FDA Appr

oved Patient Labeling - COMIRNATY

CDC COMMENT ON CITED REFERENCE (FOR SAFETY): Postmarketing surveillance further
characterizes the safety profile of licensed products, especially for groups within the general population
excluded from clinical trials (in this case pregnant women and children under 12). CDC and FDA have
conducted multiple post-marketing studies and analysis of safety data in these populations, and this
information has been presented to advisory committees to inform vaccine policy, clinical considerations
for healthcare providers, and to the public. Evidence from these studies in pregnancy has been reviewed
by the ACIP COVID-19 Vaccine Safety Technical Work Group (VaST) from 2020-2023, which found no
safety concerns for pregnancy, maternal, or infant outcomes. Evidence from these studies in young
children (6 mos-6 yr) has been reviewed by the ACIP COVID-19 Vaccine Safety Technical Work Group
(VaST) from 2020-2023, which found no safety concerns.

3. CLAIM: Myocarditis reports in VAERS after COVID-19 vaccination in 2021 was 223 times higher
than the average of all vaccines combined for the past 30 years - representing a 2500%
increase.

CITED REFERENCE: Determinants of COVID-19 vaccine-induced myocarditis - Jessica Rose, Nicolas
Hulscher, Peter A. McCullough, 2024

CDC COMMENT ON CITED REFERENCE:

The reference utilized public use VAERS data to analyze unverified myocarditis reports to VAERS
following COVID-19 vaccines and found an average of 10.8 reports of myocarditis were filed between
1990 and 2020 and “notably” 2414 reports of myocarditis were filed in 2021 alone. The report identified
3078 reports of “COVID-19 vaccine-induced myocarditis" (0.3% of all AEs), 76% resulted in emergency
care and hospitalization, while 3% suffered death. The authors report that they considered myocarditis
cases could present as sudden death but the only mention is a man aged 33 years who suffered a
cardiac arrest after running which was 600 days following Dose 2 Pfizer and death of a 15 year old male
who died 358 days following Dose 1 Pfizer during his hospital stay for other illness. Limitations of
analysis of VAERS data are well known. CDC and FDA have conducted multiple post-marketing studies
of the COVID-19 vaccines and this information has been presented to advisory committees to inform
vaccine policy, clinical considerations for healthcare providers, and to the public

it should be noted that the Journal Editor and Sage issued an expression of concern for this study. The
Editor and the publisher were alerted to potential issues with the research methodology and
conclusions, and author conflicts of interest. Sage has contacted the authors of this article on this
matter, and an investigation is underway. These authors have produced multiple studies that have been
retracted, discredited, or flagged for false/misinformation. The senior author, Peter McCullough, has
had his medical licenses revoked and has been involved in other controversies.
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Houry, Debra E. (CDC/IOD)

From: Daskalakis, Demetre (CDC/NCIRD/OD)

Sent: Sunday, June 8, 2025 9:31 AM

To: Houry, Debra E. (CDC/IOD)

Cc: Jernigan, Daniel B. (CDC/NCEZID/OD)

Subject: HHS FAQ on COVID-19 Schedule Change by Secretary's Directive
Attachments: COVID Vax FAQ_FINAL.pdf; COVID19 Recommendation FAQs_ References.pdf
Categories: 4

Deb-

As you are aware, HHS distributed a FAQ to support the Secretary’s directive to change the Child and
Adolescent Schedule and the Adult Schedule. The schedule changes moved vaccination for 6m-18 year
olds to shared clinical decision making and removed pregnant women from both, moving them to “no
recommendation/not applicable.” As areminder, no SMEs in NCIRD or NCEZID have seen the data
memos/formulations that the FDA and NIH produced for the secretary to support this decision.

On Thursday, June 5, | was made aware of a FAQ that HHS had circulated to offices of Congress that
discussed this decision (Attached). To my knowledge, neither NCIRD nor NCEZID had seen this FAQ
until we requested it, having heard from others that it had ben circulated. NCIRD has already conducted
a thorough summary of data on children and women and have synthesized it into one document that |
have forwarded to iOD for their reference that addresses the inaccuracies of the FAQ.

Dan and | requested that the Immunization Safety Office review the HHS FAQ and has provided an
analysis of the safety related statements made in this document. | have also attached this as a PDF and
pasted below. Itis my understanding that CDCW may have also requested such an analysis, but |
wanted to send this to you for additional guidance on further sharing of this review of data/references
used in this FAQ.

COVID-19 Recommendation FAQ: Review of References

1. CLAIM: In addition, after two years on the market, the safety and efficacy of the vaccines for
healthy children younger than 12 or pregnant mothers has not been established by the
manufacturers.

CITED REFERENCE: Package Insert and FDA Approved Patient Labeling - SPIKEVAX

CDC COMMENT ON CITED REFERENCE (FOR SAFETY): Postmarketing surveillance further
characterizes the safety profile of licensed products, especially for groups within the general population
excluded from clinical trials (in this case, pregnant women and children under 12). CDC and FDA have
conducted multiple post-marketing studies and analyses of safety data in these populations, and this
information has been presented to advisory committees to inform vaccine policy, clinical considerations
for healthcare providers, and to the public. Evidence from these studies in pregnancy has been reviewed
by the ACIP COVID-19 Vaccine Safety Technical Work Group (VaST) from 2020-2023, which found no
safety concerns for pregnancy, maternal, or infant outcomes. Evidence from these studies in young
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o Senate HELP Committee investigation (2009): investigated alleged misconduct by government
agencies related to thimerosal vaccines and autism, and found that the following claims were
unsubstantiated:
» CDC did not convene the Simpsonwood Conference to cover up findings of causality
» Dr. Thomas Verstraeten was not pressured into changing his findings
» The CDC did not hide the Vaccine Safety Datalink from the public
Because of the limitations of automated VSD data on assessing neurodevelopmental outcomes, two
rigorous studies with primary data collection were conducted as a follow-up (neither of which showed
evidence of an association between thimerosal-containing vaccines and autism or other
neurodevelopmental outcomes):
o Thompson WW, et al. Early Thimerosal exposure and neuropsychological outcomes at 7 to 10
years. N EnglJ Med. 2007 Sept 27;357(13):1281-92
o Price CS, et al. Prenatal and infant exposure to thimerosal from vaccines and immunoglobulins and
risk of autism. Pediatrics. 2010 Oct;126(4):656-64. Epub 2010 Sep 13.

“CDC has repeatedly claimed to have lost the critical data underlying the research”

The final, analytic database from the Verstraeten analysis was shared with HHS and NIH on March 14,
2025.

The underlying data to the Verstraeten analysis are from the pre-2001 cycle files, which have not been
lost. The existence of these archived cycle files has been repeatedly disclosed to HHS OGC as part of the
investigation that was initiated on May 13, 2025.

During interviews, HHS OGC inquired about other potential analytic datasets created by Verstraeten from
the cycle files which are not the ‘final’ analytic dataset. For example, datasets before the exclusion criteria
described in the manuscript (i.e., documentation of at least 2 polio vaccines by 1 year of age as a proxy for
healthcare utilization at the HMO) were applied.

o Extensive reviews of archived VSD files were undertaken, and there is no clearly labeled or
documented dataset that appears to be the dataset that Verstraeten used to present preliminary
findings at the 1999 Epidemic Intelligence Service Conference.

o As described to HHS OGC lawyers, if there is interest in data that did not have these exclusion
criteria applied, a new dataset would need to be constructed from the original cycle files; however,

there are no guarantees that this would be an exact replicate of any earlier datasets created by
Verstraeten.

“CDC has terminated the VSD data sharing program and taken draconian steps to prevent outside
researchers from ever again accessing the VSD”

The VSD data sharing program has not been terminated, as described here: Accessing and Using Data from
the Vaccine Safety Datalink (VSD) | Vaccine Safety Systems | CDC.

Two public-use datasets from VSD studies related to thimerosal-containing vaccines and
neurodevelopmental outcomes are available to outside researchers and have been requested 27 times.

In addition, external researchers may request access to VSD data from any published study for re-analysis
through the NCHS Research Data Center.

CDC is actively undertaking additional steps to make VSD data more accessible, including through creation of
more public-use datasets.

“Beginning in 2001, CDC created an architecture of byzantine rules to block independent scientists from

access. CDC also disaggregated the VSD data and put it under control of private corporations to further
ensure that it could never be studied by external researchers”

2
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e In 2001, the VSD implemented a Distributed Data Model (DDM) which allows VSD member healthcare
organizations to assemble and maintain its computerized files on an on-site server and share analytic
output and limited datasets.

e This model protects confidentiality of patient medical records at the member organizations, and allows
organizations to retain ownership of their own source data.

e As described above, external researchers can request access to datasets from published VSD studies
through the data sharing program.

“In 2002, the U.S. Congress Government Oversight Committee ordered CDC to allow Dr. Geier and his son to

access the VSD data, which the agency maintains at enormous expense to the U.S. taxpayers. In

extraordinary acts of insubordination, CDC repeatedly refused that Congressional order. When a frustrated

Committee Chair, Representative Dan Burton, threatened to come personally to the CDC’s Research Data

Center (RDC) in Hyattsville to force the CDC to allow the Geiers to examine the data, the CDC responded

that it would repel the Chairman with armed guards.” ,

e Current ISO staff were not employed or engaged with this issue in 2002 when these hearings involving
Representative Burton took place; therefore, we have no information on this purported exchange.

e We are unable to find documentation of these statements in publicly available sources.

“After two years and multiple Congressional subpoenas, CDC officials finally allowed the Geiers access.

However, CDC continually obstructed the Geiers’ ability to actually study the VSD. Among a long retinue of

manufactured impediments, CDC assigned a pair of burly monitors to oversee the Geiers’ every movement.

Government officials whited out data before handing data sets to the Geiers. They forced the Geiers to

review data in a windowless room heated to over 90 degrees Fahrenheit. They gave the researchers

computers with no instructions on how to use them and no user interface. They wiped the Geiers’ hard

disks and destroyed their hard drives when the researchers temporarily left the study room. Ultimately, CDC

officials sent letters to the HMOs that now controlled the data, falsely accusing the Geiers of misusing the

data.”

e The National Center for Health Statistics (NCHS) operates the Research Data Center (RDC) to provide
access to restricted-use data from federal government agencies.

e The procedures in place through the RDC are designed to ensure that the confidentiality and privacy of
medical record information of study participants are not compromised.

e The policies and procedures of the RDC are described in-depth at RDC website and apply to all researchers,
and not selectively applied to certain researchers. As clearly stated on the RDC website, these include:

o An RDC analyst supervises all visits.

o Analytic datasets are created based only on the requested and approved variables. Therefore, data
are not “whited out”. Data are provided based on the approved variables.

o RDC staff cannot assist the researcher with their analysis

o Researchers cannot bring in any electronic communication devices.

o As per RDC policies and procedures, no output will leave an RDC facility without review by an
analyst. Any output must match the research questions in the approved application. In addition,
researchers may only use their output and statistics in a way that does not pose any additional
disclosure risks to participants.

e The RDC facilities (including the Hyattsville location) are all federal buildings, and therefore must comply
with any federal standards related to building security, maintenance, and upkeep.

e In February 2004, CDC sent a letter (internal draft found in ISO archives) to the IRB Administrator for
Northern California Kaiser Permanente informing her of concerns related to Dr. Geier’s analyses at the
Research Data Center in October 2003 and January 2004: potential breaches in confidentiality, execution

3
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of unauthorized analyses, and renaming of files which would have allowed the researchers to leave the
RDC with unauthorized files. These breaches risked violation of patient privacy that the Geiers had agreed
to comply with.

“In 2005, the Institute of Medicine took testimony regarding the Geiers’ ordeal and issued a scathing 140-

page report with 27 recommendations for CDC to guarantee public access to the VSD. The CDC implemented

none of these recommendations and continued to fight to keep the Geiers out of the VSD.”

e The 2005 report "Vaccine Safety Research, Data Access, and Public Trust" is not a scathing review of the
VSD; the report is balanced in describing the strengths and limitations of the VSD and data access.

¢ Many of the committee recommendations are now standard parts of the VSD data sharing program,
including through the NCHS Research Data program. For example, the websites for these programs
describe what data are available and the criteria for evaluation of proposals. Other recommendations
related to archival of VSD study protocols, datasets, and outputs are currently in-place. Other
recommendations related to making VSD data findings available to the public are also the current
standard, as VSD data are routinely shared at public federal advisory committee meetings (ACIP, VRBPAC),
and published in peer-reviewed literature.

e CDC continues to work to enhance access to VSD data. Efforts are ongoing to make de-identified datasets
available from VSD studies, in addition to continued access to VSD data through the RDC.

As a result of CDC’s efforts, David Geier is the only living independent researcher to have had access to the
VSD.
¢ This is not accurate. For the two public-use datasets, 27 requests for these data have been made. Multiple
secondary or re-analyses have been published for the 3 thimerosal-related studies from VSD:
o Verstraeten, et al. Safety of Thimerosal-Containing Vaccines: A Two-Phased Study of Computerized
Health Maintenance Organization Databases | Pediatrics | American Academy of Pediatrics.
Pediatrics. 2003 Nov; 112(5):1039-1048.
* Re-analysis by Dr. Harland Austin and Ms. Cathy Lally of Emory University at the RDC (not
published but report available). In response to a Discover Order issued by the US Court of
Federal Claims, the final dataset was made available to these researchers, who were able to
duplicate the major findings of the study. The researchers concluded that the methodology
used by CDC investigators was sound and that the findings were valid.
o Thompson WW, et al. Early Thimerosal exposure and neuropsychological outcomes at 7 to 10
years. N EnglJ Med. 2007 Sept 27;357(13):1281-92.
= Smith MJ (University of Louisville), et al. On-time Vaccine Receipt in the First Year Does Not
Adversely Affect Neuropsychological Qutcomes | Pediatrics | American Academy of
Pediatrics
= Barile JP (Georgia State University), et al. Thimerosal Exposure in Early Life and
Neuropsychological Qutcomes 7-10 Years Later | Journal of Pediatric Psychology | Oxford
Academic
o Price CS, et al. Prenatal and infant exposure to thimerosal from vaccines and immunoglobulins and
risk of autism. Pediatrics. 2010 Oct;126(4):656-64. Epub 2010 Sep 13.

DeSoto (University of Northern lowa): Synthetic folic acid supplementation during pregnancy may increase the
risk of developing autism - [0S Press
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agreements for external researchers, as indicated by the HHS Office of General Counsel in the memo dated March
13, 2025.

Applicable federal laws and regulations pertaining to these data include, but are not limited to:

a.

b.
c.
d

Human subjects Common Rule 45 CFR Part 46

Assurance of Confidentiality, Section 308(d) of the Public Health Service Act (42 U.S.C. § 242m(d))
Privacy Act of 1974 (5 U.S.C. § 552a); and HHS Privacy Act regulations (45 C.F.R. Part 5b)

HIPAA Privacy Rule, 45 C.F.R. Parts 160 and 164

Thanks,

Dan
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| understand that the laptop, workstation, office, share drive and cycle file prep are completed. Let us know when
David will be arriving.

Thanks

Dan.

Daniel B. Jernigan

Director, National Center for Emerging and Zoonotic Infectious Diseases
Centers for Disease Control and Prevention

Department of Health and Human Services



F3-1



F3-2



F3-3

health IT mission and determine what staff we need. Some may not be fit for purpose. We need to
strengthen capabilities with outside contractors including for Al. Days not weeks, weeks not

months. The leaders doing data sharing at Dep Sec are waiting on us to show up fully. The train has left
the station and soon it will be challenging to sustain the narrative that CDC can help set up health data
across AHA and CDC. 10Sis opento CDC leading and Susan wants it. Right now we are getting feedback
from the Deb Secs team that CDC is not keeping up. The team it seems is just not able to keep to the
expected pace. Who is accountable for assessing the tech needs across the agency? What is the
process of updating systems? How are these needs moved through a process to the budget? Who
oversees performance of this team? This needs to be refined Monday as we have budget meetings on
Tuesday and Wednesday. It’s disappointing these three requests with the office mentioned above are
lingering weeks and months.

I’d like to have lunch with you and Matt to go over a few other things as well.

| also want to make sure we have budget to restore the Journal of EID. Susan also wants this.
Thanks and looking forward to having Susan soon.

Reyn

Get Qutlook foriQS
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Increasing Transparency in Autism — Action Plan
OVERVIEW

Autism spectrum disorder (ASD) rates in the United States have increased substantially since the
1980s. Like ASD itself, the specific mix of biological, social, and environmental factors driving
this rise are complex and not well understood. Greater awareness has contributed to observed
increases in ASD rates, but it does not fully explain them. Some have p051ted a link between
vaccines and ASD; however repeated reviews by the IOM and others have found no evidence of
a link between the two'.. Nonetheless, concerns about Vaccmes and aut sm persist, and these
affect public acceptance of vaccines. L

As part of its Executive Order, Establishing the Preszdent s Make Amerzca Healthv Again
Commission, the Administration has charged HHS to chair a USG-wide Commission charged
with making recommendations to the President. The initial mission of the Commission shall be
to advise and assist the President on how best to exermsélns authorlty to address the childhood

chronic disease crisis—including i 1ncreasmg rates of ASD.

To support this broader initiative, HHS--m "artnershlp with CDC NIH and FDA--will
implement the following actions

1. identify an independent study group to re-e am ne any sc1ent1ﬁc evidence for an
association between vaccine adm1n15trat10n and ASD;

2. make existing data from VSD available to the study group and the broader public;

3. identify a second study group to examine a more complete set of factors associated with
ASD—including, but not limited to, administration of vaccines--using additional
available datasets; and . .

4, launch anew, prospectlve study i to xamme any p0551b1e assoc;1at1ons between prenatal

and hnks between vaccine admlnlstratlon and ASD. Actions 3 and 4 build on that initial work to
fill hlgh-pnorlty knowledge gaps to evaluate how much potential ASD risk factors contribute to
increased ASD pre: kalence in the United States.

These proposed actlons ;WIH better ensure HHS resources are used to comprehensively detect and
address what is contributing to the increasing rates of autism, as well as maximize access to
developmental services.

BACKGROUND

Action 1: Identify independent study group to reexamine VSD data

1 The Institute of Medicine reviewed over 200 studies in 2004 and more than 1,000 studies in 2011. A systematic
review of 67 studies and a meta-analysis of 10 studies have also arrived at the same conclusion.

PRE-DECISIONAL: DO NOT SHARE
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CDC will identify two or more study groups of nationally recognized vaccine and ASD experts
that can scientifically and objectively evaluate potential associations between vaccines and
autism and neurodevelopmental outcomes. CDC and other HHS operating divisions will identify
appropriate contracting mechanisms to implement the studies, and where funds may be available
for supporting this work.

Action 2: Make existing VSD data available

CDC will make available immediately, to the independent study groups, existing datasets
prepared to address the possible association of ASD with vaccines. VSD has previously
collected data related to vaccines and neurodevelopmental outcomes (including autism spectrum
disorder). These datasets along with codebooks and other necessary documentation from these
studies can be made available upon request to external researchers for re#analysis.

Action 3: Identify a second independent study group to evaluate a more complete set of
factors associated with ASD using secondary data ;

HHS in partnership with CDC, NIH, FDA, and other agencies as applicable will identify
studies of possible associations between prenatal and postnatal exposures including on-going
vaccine administration, environmental exposures, : infections, epigenetics, and autism and related
neurodevelopmental outcomes. CDC, NIH and FDA ave funded research and collected data
related to potential drivers of ASD, and the agencies will 1dent1fy and make relevant datasets
available to the study group for analy31s Similarly, the agencies will support the study group as
it seeks to identify othet potential data sets that could be used to evaluate associations between
ASD and vaccination and other environmental factors correlation with genetic, proteomic,
metabolomic, and other b1ophys1olog1cal data geograph1c variability in prevalence, and other
critical varlables =

Action 4 Conduct a new, prospectlve study

HHS W1ll launch anew study to evaluate the underlying etiology of ASD and related disorders
through NIH and CDC. NIH could focus on epigenetics, neuroanatomy, clinical aspects, and
cohort enrollment and CDC could collect population level and prenatal and postnatal exposure
data. The study will collect primary, prospective data including vaccination and other
environmental factors, correlation with genetic, proteomic, and other biophysiological data,
geographic variability i in-prevalence, and other critical variables. To ensure transparency and
credibility of the study, an external study oversight committee would be formed, to include
nationally recognized scientific experts as well as community members and other stakeholders.
Committee review of study protocol would ensure transparency and buy-in for any scientific
results.

IMPLEMENTATION:

Action 1

PRE-DECISIONAL: DO NOT SHARE
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CDC will identify two or more independent study groups to re-analyze existing datasets from
VSD assessing thimerosal-containing vaccines and autism and neurodevelopmental outcomes.
Existing contracts and grants will be leveraged to ensure that the study group can be formed
expeditiously (likely within a few months), and that the re-analysis can be completed in a timely
manner. Potential options (pending additional discussion) include:

e The Clinical Immunization Safety Assessment (CISA) Project, a network of vaccine safety
experts from 8 medical research centers, through an existing IDIQ contract (the most rapid
option). ik

e Commissioned reanalysis through the Global Vaccine Data Network a multrnatronal
investigator-led research network, through an existing grant. . L

e Commissioned reanalysis through analytical research groups poss1ble exrstlng or new CDC
mechanisms and timelines would need to be 1dent1ﬁed .

Action 2

CDC currently provides access to de-identified datas orn VvS]j"~‘studies on autiys:rnyand
neurodevelopmental to external researchers through a formal request process detailed on the
VSD data sharing program website. Approximately 20 requests for use of the de-identified VSD

Available datasets include those described in the follongfpublications:

e Price CS, et al. Prenatal and nfant exposure to thlmerosal from vaccines and
immunoglobulins and risk of auttsm Pedzaz‘rlcs 2010 Oct;126(4):656-64. Epub 2010 Sep 13.

e Thompson WW, et al. Early Thimerosal exposure and neuropsychological outcomes at 7 to
10 years. N Engl J Med. 20()7 Sept,,27,31,57 13).1281 -92

onvened under Action 1 to access these data sets and

Currently, CDC’s data use agreements (DUAs) with VSB sites require IRB review and approval
and a signed use form by proposed researchers. These requirements are intended to support
transparent use of VSD data in a research study while meeting CDC’s obligations to protect

VSD and ASD assocratrons

CDC will work with HHS and OGC to revisit its DUAs with VSD sites to assess how to expand
the availability of these de-identified data to interested users through public websites.

Action 3

HHS, in partnership with CDC, NIH, FDA, and other agencies as applicable, will identify and
fund a second expert study group to examine links between ASD and a range of potential

PRE-DECISIONAL: DO NOT SHARE
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exposures and risk factors, including, but not limited to, vaccine administration. With input from
programmatic subject matter experts and data acquisition experts, the study group will identify
other potential datasets and data assets of interest to support their work, as well as mechanisms to
secure those data sets. In the case of data sets accessible through existing HHS contracting or
similar mechanisms, a contract modification may be sufficient. If a new mechanism (e.g., a
BAA) is considered, additional time may be necessary to set up the study group, define and
secure data assets, and conduct analyses.

Depending on the scope of the work, CDC estimates total costs for data acquisition/contracts
could range from $1M to $10M. Data storage and compute costs would range between $250,000
to $2M depending on number of data sources, hosting parameters and other factors.

Ultimately, there are significant limitations to the secondary use of healthcare data assets and
acquisitions not designed to examine associations, and thus need to determine which datasets, as
well as what study questions could be meaningfully examrned with such datasets and sources.
Potentially could do updates similar to Vaccines are not associated with autism: An evidence-
based meta-analysis of case-control and cohort studies = Sc1enceD1rect and Safety of Vaccines
Used for Routine Immunization of US Children: A Syst matlc Review | Pediatrics | American
Academy of Pediatrics. :

Additional activities, as described under Ac 7'\on,4,, could addres‘s«ffhese limitations.

Action 4

To best assess the etiology of ASD, prospectwe studres fromﬂlarge multi-site cohorts with
primary data collection‘on a variety of potential environmental exposures using comprehensive
ASD and developmental assessments, as well as blologrc specimens, would be needed. Possible
approaches include NIH leading clinical studies and supporting collaboration across HHS, given
their strong 1nfrastructure for ASD research leveragmg existing CDC partnersh1ps (e.g., Autism

grants through NIH for external researchers The trmehne and budget for a comprehensive,
prospective study would need to be developed based on final study objectives, but it is
anticipated to cost several mrlhon dollars to implement.

Potential des1gn approaches 1nclude

o Large, multi-site populatlon -based cohort study that begins following mothers from early
pregnancy through ¢hildhood and in numerous geographic communities. Existing CDC
contract mechamsms that could be leveraged still need to be explored.

e US government—funded autism studies and surveillance networks: These data sources
currently do not collect vaccination history, and it is unlikely that detailed vaccination history
of sufficient completeness or quality can be retrospectively collected and linked to enrolled
participants. However, going forward, inclusion of vaccination history could be explored.

o CDC: Autism and Developmental Disabilities Monitoring (ADDM) Network or
Study to Explore Early Development (SEED), through existing CDC mechanisms.

o CDC will explore other potential options with other federal agencies (e.g., NIH), with
potentials for interagency agreements.

PRE-DECISIONAL: DO NOT SHARE



Electronic health record (EHR)-based systems to identify a cohort: These systems would
serve as a base population from which to recruit a cohort for standardized
neurodevelopmental testing and additional data collection on potential exposures, early
intervention services and educational records. Options potentially include:
o Vaccine Safety Datalink: through existing IDIQ contract
o Other EHR-based systems with CDC relationships (e.g. COSMOS, United
Health-Optum Labs, Health Verity, Truveta) will be explored but are likely not
viable options given that systems are de-identified, with limited ability to collect

additional data, conduct neurodevelopmental testing, or collect specimens on patients.

PRE-DECISIONAL: DO NOT SHARE
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Increasing Transparency in Autism — Action Plan

OVERVIEW

CDC recommends initiating four immediate actions to increasing transparency and scientific
evidence related to possible associations between childhood vaccines and autism spectrum
disorder (ASD). CDC, in partnership with NIH and FDA, could immediately implement the
follow actions 1) identify independent study group to examine any potential scientific linkage
between vaccine administration and autism; 2) immediately make available to study group
existing data from VSD; 3) identify and make available to the study group additional datasets at
CDC, NIH, FDA, and other sources that can provide increased scientific data to inform
examination of potential linkage; and 4) launch an new, prospective study to examine any
potential linkages between on-going vaccine administration and autism.

BACKGROUND
Action 1: Identify independent study groups

CDC will identify two or more study groups who can examine existing data related to ASD,
including vaccination and other potential influencing factors. CDC will the appropriate
contracting actions to be taken and from where the funds will be drawn.

Action 2: Use existing VSD data

CDC will make available immediately to the VSD study group datasets related to vaccines and
ASD. VSD has previously collected data related to vaccines and neurodevelopmental outcomes
(including autism spectrum disorder). These datasets along with codebooks and other necessary
documentation from these studies can be made available upon request to external researchers for
re-analysis.

Action 3: Identify additional existing datasets and perform meta-analysis to identify any
other potential drivers of autism

In additional to CDC, NIH and FDA have funded research and collected data related to potential
drivers of ASD. The agencies will work together to identify relevant datasets and facilitate
access to the study group. CDC will fund an additional study group under the agency’s data
analytics group to aggregate as appropriate and perform a meta-analysis of existing, relevant data
that could provide critical information related to the causes of autism. Data could include
vaccination and other environmental factors, correlation with genetic, proteomic, metabolomic,
and other biophysiological data, geographic variability in prevalence, and other critical variables

Action 4: Conduct new prospective study



CDC will launch a new study to evaluate the underlying etiology of ASD and related disorders.
The study will collect primary, prospective data including vaccination and other environmental
factors, correlation with genetic, proteomic, and other biophysiological data, geographic
variability in prevalence, and other critical variables. To ensure transparency and credibility of
the study, an external study oversight committee would be formed, to include nationally
recognized scientific experts as well as community members and other stakeholders. Committee
review of study protocol would ensure transparency and buy-in for any scientific results.

IMPLEMENTATION:

Action 1.
Dan/Mike/Sara:
e Please describe how you would establish a team to use the VSD data. Can we establish
more than one study group to ensure independence and transparency?
e Please provide an estimate for when the study group will be established
e Please provide any necessary HHS actions needed to launch the study in a timely manner

Action 2.

VSD is a collaborative project between CDC and 13 healthcare organizations currently covering
approximately 13.5 million people. VSD uses electronic health record (EHR) data from member
sites to monitor safety of new vaccines and detect adverse events in near-real time, as well
conduct rigorous epidemiologic studies on vaccine safety topics.

Available Data from VSD on Neurodevelopmental Outcomes

De-identified datasets from VSD studies on autism and neuropsychological outcomes can be
obtained by external researchers. Documentation such as codebooks and technical reports are
provided on the VSD data sharing program website.

Available datasets: Why can’t we make the public use files from these two previous studies
available on our website? Let’s try to get to yes with any of the appropriate safeguards in place.

e Price CS, et al. Prenatal and infant exposure to thimerosal from vaccines and
immunoglobulins and risk of autism. Pediatrics. 2010 Oct;126(4):656-64. Epub 2010 Sep 13.

e Thompson WW, et al. Early Thimerosal exposure and neuropsychological outcomes at 7 to
10 years. N Engl J Med. 2007 Sept 27;357(13):1281-92

CDC staff are available to assist with interpretation and access as needed.

Are Any Other VSD Data on Neurodevelopmental Outcomes Available?

Since its completion of the studies referenced above, VSD has not conducted any new
prospective studies on the association between vaccines and neurodevelopmental outcomes,
including autism spectrum disorder. All other subsequent studies from VSD (e.g., Barile, et al.,
Igbal, et al., DeStefano, et al.) utilized the aforementioned de-identified datasets. However, VSD

F4-12



F4-13

investigators have identified learning, communication, or developmental disorders as potential
outcomes of interest for studying the safety of the childhood immunization schedule.

Process to Access Data:

Investigators accessing these data are required to sign a Data Sharing and Use Agreement
(DSUA). Signed agreements are received at publicdataset@cdc.gov, whereupon the data are
securely transferred to the user. CDC staff are available for any needed assistance.

Action 3:

Jen (with support from Dan/Dana and teams):

e Please provide a contracting approach to fund a data analytics project out of your shop — I
think you can probably sub-contract from an existing contract. I can help scope the
SOW.

e Please add other datasets that we think useful beyond VSD (e.g., VAERS, UK Biobank,
public and private sector claims data, other private sector data.etc) — the sub-
contractor(s) will add more

e Please provide a timeline for when we can get the contract in place
e Please provide a timeline for when we think we can get the work started

Action 4:

Dan/Dana
e Please provide information on how we would launch this study
e  Would we include NIH and FDA?
o  Would we wait for the results of Actions 2 and 3?7 (I think yes, but please correct me)
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Houry, Deb:_a E. (CDC/IOD)

A B
From: Patterson, Sara S. (CDC/PHIC/OD)
Sent: Monday, April 28, 2025 11:12 AM
To: Wells, Nathan (CDC/OCOQ/OHR); Durst, Kelley (CDC/NIOSH/OD/ODDM); Blackshear,
Louis (CDC/OCOO/OHR)
Cc: Holloway, Rachel (CDC/OD/OBPA); Houry, Debra E. (CDC/IOD)
Subject: RE: Firefighter Program Issues At NIOSH--Two Programs Affected

Hi all,
We just talked with HHS about these issues. Here is what | know and what we are being asked to do.

e JohnHoward - HHS OGC is working through an options paper about what the options are for
bringing him back. The ballis in HHS OGC’s court about this.

+ RIFs-We are being asked to bring all NIOSH staff in “critical functions” until their RIF end date
(either June 2 or June 30, depending on what a RIF notice stated). Kelley, what is the best way to
determine what are considered critical functions? We know the firefighters, mining, and lab folks
are considered critical. What do we need to do to ask these folks to come back? From a business
standpoint, I imagine OCIO and OSSAM will also need to be involved but | want to make sure |
understand how it works from a programmatic and HR standpoint first. Kelley, HHS is also asking
that all stop work on studies, projects, etc. be reversed. What needs to happen to make this
possible? Hannah Anderson is asking for this to be done today (the directive given, the process
started, etc.).

Longer term (not for today). Other questions that came up and actions we need to take are:

o Staff support - Reyn (our HHS counselor) wants a list of all divisions, staff, and functions within
NIOSH to help determine what functions are critical and how to navigate them. I’m thinking we
could use the Morgantown description along with a staffing list as a model, but let me know if you
already have something you’d recommend using. | think the staffing list could be separate and we
may want to think about the specific fields we’d want included. I’'m thinking something that gets
to expertise/function will be important for that staffing list.

o Forall of the functions that have been eliminated through the RiFs, do we know of other parts of
the agency or other parts of government that can do this work longer term? Could any of it be done
through consultancy or contracts? This is a longer term question, not a today question.

o Does the firefighter investigation program include looking at cyanide exposures? Does that work
sitin Cincinnati?

e Forthe laboratories, are our lab folks actually doing the lab work or do they reference/contract it
out?

« What can be joined up with other labs elsewhere in the longer term (like agriculture, etc)?

+ Reyn also wants to get input from the firefighters, coal miners, and governors in various states
that are most relevant to these activities about what they’d like to see done differently? He wants
to be sure we are working holistically to solving actual problems, not assume we are doing what’s
needed without engagement.

Would it be helpful to talk as a group about how to navigate this?
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Thx
Deb
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Mr. Blaxill is not qualified to be a Distinguished Consultant, so that appointment type is not an option, see the
screen shot above showing what types of education are required for a Distinguished Consultant. Mr. Blaxill has
a MBA.

Here is the definition/purpose of a distinguished consultant under title 42:

3. POLICY
A. Coverage

Appointments under 42 U.S.C. § 209(1) may only be used to fill scientific positions, and
selections must be made by an official who has been delegated the appropriate authorily (See
Section 3.F.). of this policy for more information on the authorized recruitment activities under
42 U.S.C. § 209(M.

Here are the qualfications required for distinguished consultants:
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From:
Sent:
To:

Cc:
Subject:

Attachments:

Hi Susan,

Patterson, Sara S. (CDC/PHIC/OD)

Tuesday, February 11, 2025 9:23 PM

Monarez, Susan (CDC/IOD)

Houry, Debra E. (CDC/IOD); Burns, William S. (Stuart) (CDC/IOD)

flu vaccines and pregnancy

Safety of Thimerosal-containing influenza vaccines in pregnancy.docx

Attached is the document Deb and | worked with NCIRD and NCEZID on re: the issue of thimerosal in the flu
vaccine and its relationship with pregnant women. Please let us know if you have any questions prior to sharing
with HHS and if this format looks OK to you.

Thanks,
Sara
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1) Which flu vaccines include thimerosal?

Multi-dose vials of flu vaccine contain thimerosal. This season, Sanofi and GSK have multidose
vials that include thimerosal. The vaccines are:

e Sanofi: Fluzone® TIV (NDC 49281-0641-15)

e Seqirus: Afluria® TIV (NDC 33332-0124-10)

e Seqirus: Flucelvax® TIV (NDC 70461-0554-10)

These vaccines are licensed for ages 6+ months. More can be found at FDA’s website, which
includes specifics on concentrations Thimerosal and Vaccines | FDA.

2) What percentage of the flu vaccine administered or on the market has thimerosal?

CDC doesn’t have doses administered information about flu vaccines, but we do query
manufacturers to provide projections about how many doses they anticipate manufacturing
each season. For the current, 2024-2025 season, U.S.-licensed manufacturers projected
manufacturing approximately 148 million doses of flu vaccine. They estimated that
approximately 6% of the doses manufactured would be the above listed thimerosal-containing
vaccines.

3) Where are flu vaccines with thimerosal going nationwide?

Thimerosal is only in some multi-dose vials so it will be places that purchase multidose vials for
administration of groups (such as mass clinics). CDC is checking in IQVIA data to see if we can
pull any more information. CDC does not collect this information directly.

4) What is the history of the research on the safety of thimerosal?

Thimerosal-reduced and thimerosal-free flu vaccines became available in 2002 and 2003. At the
time, the ACIP did not support for a preferential recommendation for use of this product in any
population, including pregnant women. The committee felt that risks of thimerosal-containing
influenza vaccine in pregnancy were unproven and the benefits of influenza vaccine exceeded
that risk, if present. In 2004, the recommendation was revisited and remained unchanged.

Safety of Thimerosal-containing Influenza Vaccines During Pregnancy
¢ No safety concerns related to thimerosal-containing vaccines have been identified, other
than rare hypersensitivity reactions.
o Prevention and Control of Seasonal Influenza with Vaccines
e Available evidence suggests that prenatal exposure to thimerosal-containing vaccines is not
associated with neurodevelopmental disorders, including autism spectrum disorder:
o Prenatal and Infant Exposure to Thimerosal From Vaccines and Immunoglobulins
and Risk of Autism | Pediatrics | American Academy of Pediatrics (2010): Case-
control study from the VSD network of 256 children with autism spectrum




disorder (ASD) and 752 matched controls. Concluded that prenatal and early-life
exposure to ethylmercury from thimerosal-containing vaccines and
immunoglobulins was not related to increased risk of ASD.

o Early Thimerosal Exposure and Neuropsychological Outcomes at 7 to 10 Years |
New England Journal of Medicine (2007): Cohort study from VSD network of
1,047 children aged 7-10 years that assessed the association between
neuropsychological performance and exposure to mercury during the prenatal
and neonatal periods and the first 7 months of life. Results did not support a
causal association between early exposure to mercury from thimerosal-
containing vaccines and immune globulins and deficits in neuropsychological
functioning at age 7 to 10 years.

Specifically for thimerosal-containing influenza vaccines, data from the Netherlands suggest
that vaccination during pregnancy with a thimerosal-containing HIN1 vaccine was not
associated with adverse pregnancy or infant outcomes.

o Safety of vaccination against influenza A (H1N1) during pregnancy in the
Netherlands: results on pregnancy outcomes and infant's health: cross-sectional
linkage study - Maas - 2016 - BJOG: An International Journal of Obstetrics &
Gynaecology - Wiley Online Library (2015): Among 1,920 pregnant women who
completed questionnaires linked with the Netherlands Perinatal Registry, growth,
developmental scores, and infection-related healthcare visits did not differ
between pregnant women vaccinated in the 2" or 3" trimester with thimerosal-
containing H1N1 vaccines and unvaccinated women.

A recent systematic review did not identify an association between influenza vaccination
during pregnancy and adverse childhood health outcomes, including neurological,
behavioral, or developmental outcomes, among children aged <5 years.

o Early Childhood Health Qutcomes Following In Uterc Exposure to Influenza
Vaccines: A Systematic Review | Pediatrics | American Academy of Pediatrics

Furthermore, the Institute of Medicine reviewed over 200 scientific studies that examined
thimerosal-containing vaccines and autism, concluding that studies “consistently provided
evidence of no association between thimerosal-containing vaccines and autism.”

o Immunization Safety Review: Vaccines and Autism | The National Academies
Press

Many other studies have assessed maternal influenza vaccination and demonstrate overall
safety, including several CDC studies:

o Trivalent inactivated influenza vaccine and spontaneous abortion - PubMed

o Association of spontaneous abortion with receipt of inactivated influenza vaccine
containing HIN1pdm09 in 2010-11 and 2011-12 - ScienceDirect

o Inactivated influenza vaccine and spontaneous abortion in the Vaccine Safety
Datalink in 2012—13, 2013-14, and 2014-15 - ScienceDirect

o Inactivated Influenza Vaccine During Pregnancy and Risks for Adverse Obstetric
Events

o Monovalent HIN1 influenza vaccine safety in pregnant women, risks for acute
adverse events - ScienceDirect
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o Adverse events in pregnant women following administration of trivalent
inactivated influenza vaccine and live attenuated influenza vaccine in the Vaccine
Adverse Event Reporting System, 1990-2009 - ScienceDirect

o Reports of cell-based influenza vaccine administered during pregnancy in the
Vaccine Adverse Event Reporting System (VAERS), 2013-2020 - ScienceDirect:
Surveillance of adverse events after seasonal influenza vaccination in pregnant
women and their infants in the Vaccine Adverse Event Reporting System, July,
2010 — May, 2016 - PMC

Opportunities for Further Exploration

While a small percentage of flu vaccines contain thimerosal, the ACIP or CDC could
consider explicitly noting that pregnant women can opt to get non-thimerosal containing
vaccine during seasonal flu vaccination as part of shared decision making with their
provider.

Further study on this issue would be difficult because of the low percent of vaccines that
contain thimerosal.
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Please advise on what should be done about this and who to notify? Should this be flagged for FTC and HHS/OS?
Thanks
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Tasked to Rachel, Will, and Abby to develop--group will meet ‘
Budget Leave Behind (Graphic) Monday afternoon 4,
Review and approve Report to Congress and associated letters
FY23 Thefts, Loss, and Releases RTC (links available in email linked to action item title) 4,

Created by Jennifer Norton and available in PMAS (see email sent
Kody Performance Plan at 9:16am on Friday, 4/11) 4

Put on hold while HHS does their review of consolidated comms
Review draft SOW for 10D Comms Contract functions. 4,

Nina and Stuart leading CDC support for HHS materials, talking
points for Secretary. Press release 1:00pm Tuesday; press

Secretary Autism Press Conference conference Wednesday morning 4
Received review/clear request. Deadline for HHS submission is

STAC Reports 4/16. 4
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Houry, Debra E. (CDC/IOD)
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From:
Sent:
To:

Subject:

Categories:

Hi all

Houry, Debra E. (CDC/IOD)

Thursday, April 17, 2025 9:40 AM

Witkofsky, Nina (CDC/IOD); Buzzelli, Matthew J (Matt) (CDC/IOD); Burns, Stuart
(CDC/IOD); Patterson, Sara S. (CDC/PHIC/OD)

f/u re autism press release

4

Just wanted to share the below FB post from Trump’s prior surgeon general. Our autism program has
received quite a bit of concerns after the Secretary spoke yesterday. And, although autism is moving to
AHA as the Secretary mentioned- the CDC budget was decreased for that work and HRSA’s line was

cut. There were a few irregularities too on the slides that our staff would have suggested presenting
differently. | know our program and scientists want the Secretary and his messages to land successfully
without distraction. In prior administrations, TPs, slides, etc were sent to programs and science for
review to help with this. | hope we can move to this collaborative approach moving forward.
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Houry, Debra E. (CDC/IOD)

From: Houry, Debra E. (CDC/IOD)

Sent: Monday, March 31, 2025 5:12 PM

To: Buzzelli, Matthew J (Matt) (CDC/IOD)

Cc: Patterson, Sara S. (CDC/PHIC/OD); Witkofsky, Nina (CDC/IOD); Monarez, Susan
(CDC/I0D)

Subject: some talking points about statement on moving vaccine injury program to CDC if asked
{from Secretary's interview on Fox)- and issues for consideration

Key points:

Secretary Kennedy on Fox News mentioned transferring vaccine injury compensation to CDC. We are
not aware of any proposed reorganization for this and flagging that this would have the potential to create
several unintended consequences. This is especially true if multiple vaccine activities lose their
autonomy and are combined with a single organizational unit. Some concerns include:

o

Misperception by vaccine recipients, healthcare providers, and the public that vaccines are not
safe;

Confusion for vaccine recipients and the public on how to request compensation for possible
vaccine injuries versus how to submit an adverse event report;

Real or perceived conflicts of interest related to vaccine safety, effectiveness, and injury if the
functions are combined into a single organizational unit;

Delayed processing of compensation claims resulting from limited resources and staff.

More Specifics:

Itis important that Vaccine Safety remain a neutral, independent function — one that is separated
organizationally from vaccine recommendations and information and from compensation for
vaccine injuries.

Co-locating VICP with CDC’s Immunization Safety Office would lead to confusion about the
distinction between these two separate programs, leading to false/incorrect reporting and the
potential for patient safety issues. For example, if individuals don’t understand the difference
between reporting an adverse event after vaccination through VAERS and submitting a petition
under the VICP, or if they believe that by submitting a VAERS report, they could potentially receive
compensation, this provides incentives to falsely or incorrectly report adverse events, which
would skew vaccine safety data and hinder CDC’s ability to identify and respond to a true safety
signal. Additionally, if individuals are not clear that submitting a VAERS report and a petition under
the VICP require separate actions, an individual could miss an opportunity to submit a claim for
and/or receive compensation they may be owed.

By co-locating vaccine safety and effectiveness programs and vaccine injury compensation
programming in the same organizational unit, there may be a perception that one vaccine
program’s outcomes and findings will influence the other programs. For example, there could be
a perception that the agency may not be fully transparent about its vaccine safety findings for fear
ofincreased claims and resources required to administer vaccine injury compensation
programming. These perceived conflicts of interest could impact CDC’s rigorous efforts around
transparency and program integrity.

The U.S. vaccine safety program has been consistently underfunded. By combining it with an
extensive vaccine compensation program with its own history of limited resources and more





