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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF MASSACHUSETTS

AMERICAN ACADEMY OF PEDIATRICS,
etal.,

Plaintiffs,
Case No. 1:25-cv-11916 (BEM)
V.

ROBERT F. KENNEDY, JR., in his official
capacity as Secretary of the Department of Health
and Human Services; et al.,

Defendants.

PLAINTIFFS’ MOTION TO COMPLETE THE ADMINISTRATIVE RECORDS

Plaintiffs American Academy of Pediatrics, American College of Physicians, Inc.,
American Public Health Association, Infectious Diseases Society of America, Massachusetts
Public Health Association d/b/a Massachusetts Public Health Alliance, Society for Maternal-Fetal
Medicine, Massachusetts Chapter of the American Academy of Pediatrics, Jane Doe 1, Jane Doe
2, and Jane Doe 3 (collectively the “Plaintiffs”), by and through undersigned counsel, respectfully
move for entry by this Court ordering Defendants to complete the six Administrative Records (the
“Motion”). Plaintiffs’ motion to complete the Administrative Records is supported by the
accompanying memorandum of law, the Declaration of James Oh dated July 17, 2026, and the
exhibits attached thereto (and those filed contemporaneously conditionally under seal).

As explained in more detail in Plaintiffs’ memorandum of law, each of the Administrative
Records involves a specific action taken by the Defendants. Upon review, Plaintiffs have good
cause to conclude that the documents contained in each of the Administrative Records do not

contain all of the “documents and materials directly or indirectly considered by [the] agency
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decision-makers and includes evidence contrary to the agency’s position.” Town of Norfolkv. U.S
Army Corps of Eng’rs, 137 F.R.D. 183, 185 (D. Mass. 1991), aff'd 968 F.2d 1438 (1 Cir. 1992).
These omissions include, but are not limited to, documents that are post-decisional, that are
intended to justify a decision, documents that reflect the execution of a policy or decision, or that
are not shielded from disclosure under the pre-decisional process privilege.

WHEREFORE, for the reasons set forth in more detail in Plaintiffs’ memorandum of law
in support of their Motion, supporting declaration, and exhibits, which are incorporated herein by
reference, Plaintiffs respectfully request that the Court grant the Plaintiffs’ Motion and enter the

Proposed Order attached to this Motion.

Dated: July 17, 2026 Respectfully submitted,

By: /s/ James J. Oh (IL Bar No. 6196413)

James J. Oh (admitted pro hac vice)

Kathleen Barrett (admitted pro hac vice)

EPSTEIN BECKER & GREEN, P.C.

227 W. Monroe Street, Suite 4500

Chicago, IL 60606

Tel:  312.499.1400

Fax: 312.845.1998

Email: joh@ebglaw.com
kbarrett@ebglaw.com

Elizabeth J. McEvoy (BBO No. 683191)

Gianna M. Costello (BBO No. 715031)

EPSTEIN BECKER & GREEN, P.C.

One Financial Center, Suite 1520

Boston, MA 02111

Tel:  617.603.1100

Fax: 617.249.1573

Email: emcevoy@ebglaw.com
gcostello@ebglaw.com

Richard H. Hughes IV (admitted pro hac vice)
Robert Wanerman (admitted pro hac vice)
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William Walters (admitted pro hac vice)

EPSTEIN BECKER & GREEN, P.C.

1227 25th Street, N.W., Suite 700

Washington, DC 20037

Tel:  202.861.0900

Fax: 202.296.2882

Email: rhhughes@ebglaw.com
rwanerman@ebglaw.com
wwalters@ebglaw.com

Jeremy A. Avila (admitted pro hac vice)
EPSTEIN BECKER & GREEN, P.C.
57 Post Street, Suite 703

San Francisco, CA 94104

Tel:  415.398.3500

Fax: 415.398.0955

Email: javila@ebglaw.com

Daniella R. Lee (pro hac vice pending)
EPSTEIN BECKER & GREEN, P.C.
201 East Kennedy Blvd., Suite 1260
Tampa, FL 33602

Tel:  813.367.9454

Fax: 813.367.9441

Email: dlee@ebglaw.com

Attorneys for Plaintiffs
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LOCAL RULE 7.1 CERTIFICATE REGARDING PLAINTIFFS’ MOTION

Per Local Rule, 7.1, counsel for Plaintiffs state that they conferred with counsel for
Defendants by email and telephone on numerous occasions, including most recently on July 10,
2026, and counsel for Defendants do oppose this Motion.

/s/ James J. Oh
James J. Oh
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CERTIFICATE OF SERVICE
I hereby certify that this document was filed and served through the ECF system upon the
following parties on this 17 day of July 2026:
Robert F. Kennedy, Jr., in his official capacity ~ Jay Bhattacharya, MD, PhD, in his official

as Secretary of Health and Human Services capacity as Acting Director Centers for
Disease Control and Prevention

c/o Leah Belaire Foley, US Attorney c/o Isaac Belfer
Michael L. Fitzgerald Trial Attorney
Office of the US Attorney for the District of Consumer Protection Branch
Massachusetts U.S. Department of Justice
1 Courthouse Way, Suite 9200 P.O. Box 386
Boston, Massachusetts 02210 Washington, D.C. 20044-0386
michael.fitzgerald2(@usdoj.gov Isaac.C.Belfer@usdoj.gov
James W. Harlow Kyle Diamantas, in his official capacity as
DOIJ-Civ Acting Commissioner of the Food and Drug
Consumer Protection Branch Administration
P.O Box 386

Washington, D.C. 20044
James.w.harlow(@usdoj.gov

/s/ James J. Oh
James J. Oh
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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF MASSACHUSETTS

AMERICAN ACADEMY OF PEDIATRICS,
etal.,

Plaintiffs,
Case No. 1:25-cv-11916 (BEM)
V.

ROBERT F. KENNEDY, JR., in his official
capacity as Secretary of the Department of Health
and Human Services; et al.,

Defendants.

[PROPOSED] ORDER ON PLAINTIFFS’ MOTION TO
COMPLETE THE ADMINISTRATIVE RECORDS

Upon consideration of Plaintiffs’ Motion to Complete the Administrative Records, the
supporting Memorandum, and Exhibits, the Court ORDERS that Plaintiffs’ motion is GRANTED.
It therefore ORDERED that Defendants complete the Administrative Records and produce the
following:

1. All documents related to the May 27, 2025, Secretarial Directive;

2. All documents related to the September 2025 ACIP vote to change the

recommendation for Covid vaccines from routine to shared clinical decision-making;

3. All documents related to the reconstitution of ACIP;

4, All documents related to the January 6, 2026, childhood vaccination schedule
changes;

5. All documents related to the December 2025 ACIP vote to change the

recommendation for Hepatitis B vaccines for newborns; and,
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6. All documents related to the June 2025 ACIP vote on Thimerosal in multi-dose
vaccines.
SO ORDERED.

Dated:

United States District Judge
Brian E. Murphy
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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF MASSACHUSETTS

AMERICAN ACADEMY OF PEDIATRICS,
etal.,

Plaintiffs,
V.
ROBERT F. KENNEDY, JR., in his official

capacity as Secretary of the Department of Health
and Human Services; et al.,

Defendants.

Case No. 1:25-cv-11916 (BEM)

MEMORANDUM IN SUPPORT OF PLAINTIFFS’ MOTION TO COMPLETE THE
ADMINISTRATIVE RECORDS
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I. INTRODUCTION

Actions speak louder than words. At his confirmation hearings, Defendant, Robert F.
Kennedy, Jr., (the “Secretary”) testified before the Senate and the American people that “news
reports have claimed that I am anti-vaccine or anti-industry. Well, I am neither;”! that “I am not
going to go into HHS and impose my preordained opinions on anybody at HHS;”? that “I
recommend that children follow the CDC schedule, and I will support the CDC’s schedule when

I get in there, if I'm fortunate enough to be confirmed;* that he would “maintain the Centers for

' Nomination of Robert F. Kennedy, Jr. to Serve as Secretary of Health and Human Services: Hearing Before the S.
Comm. on Health, Education, Labor, and Pensions, 119" Cong. 6 (2025) (S. Hrg. 119-21). Available at:
https://www.govinfo.gov/app/details/CHRG-119shrg59490/CHRG-119shrg59490 [https://perma.cc/UEM9-ZYMF].
2 Id at 9. Before he was confirmed, the Secretary opined regarding the Covid-19 vaccine: “vaccinating the already
immune is superfluous and potentially harmful,” that the “CDC has chosen to conceal the number of Americans who
died due to COVID, even though the data are found on death certificates,” that “the indisputable fact is that being
vaccinated placed these children in a higher risk category for a COVID infection than if they had never been
vaccinated,” and that “[v]accinating children who you know are likely to be placed at higher risk from COVID as a
result of vaccination is not ‘public health.”” Letter from Robert F. Kennedy, Jr., on behalf of Children's Health
Defense, to Dr. Rochelle P. Walensky, Dr. Robert Califf, Secretary Xavier Becerra, Dr. Peter Marks & Members of
the  Vaccines and Related Biological Products Advisory Committee (June 10, 2022),
https://childrenshealthdefense.org/wp-content/uploads/CHD-Letter-to-FDA-VRBPAC-2022-06-10.pdf
[https://perma.cc/UH8F-JYRJ]. Regarding whether vaccines are the primary reason for the decrease in deaths from
infectious disease, the Secretary opined: “There was this huge decline in infection, in mortalities from infectious
diseases that took place in the 20th century, an 80% drop in deaths from infectious disease. And what caused that
wasn’t vaccines. The real drop happened because of really, engineering solutions: refrigerators, you could store food
... better housing, sanitation, the invention of chlorine, sewage treatment. But mainly nutrition. Nutrition is absolutely
critical to building immune systems. And so and what was really killing these children was malnutrition.” The Joe
Rogan Experience, #1999 - Robert Kennedy, Jr., at 37:07—38:36 (June 15, 2023), https://podscripts.co/podcasts/the-
joe-rogan-experience/1999-robert-kennedy-jr. The CDC, however, lists “Vaccination” first in a list of the “Ten Great
Public Health Achievements — United States, 1900-1999.” See Ten Great Public Health Achievements -- United States,
1900-1999, 48 MORBIDITY & MORTALITY WKLY REp. 241, 241-243 (April 2, 1999),
https://www.cdc.gov/mmwr/preview/mmwrhtml/00056796.htm. Regarding vaccinating newborns with the Hepatitis
B vaccine, the Secretary opined: that people get hepatitis B from sharing needles, “going to a really seasoned
prostitute,” or participating in “sort of compulsive homosexual behavior.” He acknowledged that babies can get
hepatitis B from their mothers, but said that every pregnant woman is tested for it, “so the baby doesn’t need this.”
“Why would you give it to a one-day-old baby, you know, or a three-hour-old baby, and then four more times, when
that baby’s not going to be even subject to it for 16 years?” Jessica McDonald, FactChecking Robert F. Kennedy, Jr.,
FACTCHECK.ORG (Aug. 9, 2023), https://www.factcheck.org/2023/08/scicheck-factchecking-robert-f-kennedy-jr/
[https://perma.cc/8DUQ-66A2]. These are but a few examples of anti-vaccination statements he has made that belie
his claim that he is not anti-vaccine.

3 Nomination of Robert F. Kennedy, Jr. to Serve as Secretary of Health and Human Services: Hearing Before the S.
Comm. on Health, Education, Labor, and Pensions, 119" Cong. 15 (2025) (S. Hrg. 119-21). Available at:
https://www.govinfo.gov/app/details/CHRG-119shrg59490/CHRG-119shrg59490 [https://perma.cc/4JG4-CDTW].
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Disease Control and Prevention’s Advisory Committee on Immunization Practices without
changes;”* and that “if confirmed, I will do nothing as HHS Secretary that makes it difficult or

discourages people from taking vaccines.”

During those hearings, he committed to “radical
transparency” at HHS.

The Secretary’s actions on vaccines belie his words. The day after his confirmation on
February 13, 2025, the Secretary ordered the Centers for Disease Control and Prevention (“CDC”)
to “pull out of circulation all campaign ad buys related to flu or anything encouraging shots or
vaccinations” in the midst of the most severe flu season in recent years.” A week later, he
postponed without explanation the meeting of the Advisory Committee on Immunization Practices
(“ACIP”) that was scheduled for February 26-28, 2025.® He has taken many other actions not

challenged here demonstrating a campaign to impose his preordained opinions on HHS, the CDC,

and the ACIP.?

4 See KFF Health News, Sen. Cassidy Says RFK Jr. Promised Key Vaccine Safety Commitments, at 2:02 (Feb. 4,
2025), https://www.youtube.com/watch?v=QrJcBtkfwvo [https://perma.cc/9FZE-UR7]J].

5 CBS News, Robert F. Kennedy Jr.'s Senate confirmation hearing for HHS secretary | full video, at 34:15 — 24:22
(Jan. 29, 2025),_https://www.youtube.com/watch?v=xHenpS4Vh-E [https://perma.cc/SNWH-NXZC].

6 United States Senate Committee on Finance Hearing to Consider the Nomination of Robert F. Kennedy, Jr., to be
Secretary of the Health and Human Services, available at:
https://www.finance.senate.gov/imo/media/doc/responses_to_questions for the record to robert f kennedy jrpart
1.pdf [https://perma.cc/XTL6-R4SK];
https://www.finance.senate.gov/imo/media/doc/responses_to_questions for the record to robert f kennedy jrpart
2.pdf [https://perma.cc/RVZ4-PH7S];
https://www.finance.senate.gov/imo/media/doc/responses_to_questions for the record to robert f kennedy jrpart
3.pdf [https://perma.cc/L88Z-NSPC].

7 This quotation is in an email not produced in any AR in this case but quoted in full in Sheryl Gay Stolberg, Inside
the CD.C.’s Mad Scramble to Meet Kennedy’s Demands, N.Y. TIMES (June 25, 2026),
https://www.nytimes.com/2026/06/25/us/politics/kennedy-cdc-emails.html [https://perma.cc/GJES-PBUR]. A link in
the online version of  this article (https://www.help.senate.gov/imo/media/doc/cdc_emails.pdf
[https://perma.cc/8 A8U-J8TK]) takes the reader to 253 pages of emails obtained by Senator Bernie Sanders’ office
from Dr. Debra Houry, the former Chief Medical Officer at the CDC, who gave these emails to Senator Sanders’
office after she testified before Congress in September 2025.

8 Will Stone, First CDC vaccine meeting under Trump administration is postponed, NPR (Feb. 20, 2025),
https://www.npr.org/sections/shots-health-news/2025/02/20/nx-s1-5304233/cdc-vaccine-meeting-delayed
[https://perma.cc/X2VS-YZY]].

9 Patricia Callahan, The CDC Buried a Measles Forecast That Stressed the Need for Vaccinations, Pro Publica (March
28, 2025), https://www.propublica.org/article/measles-vaccine-rfk-cdc-report [https://perma.cc/6ADF-7T9D]. That
same month, the Secretary announced that he was immediately rescinding approximately $12 billion in public health
funds that states and localities were relying on to support core immunization infrastructure. Apoorva Mandavilli,

5
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There is a similar disconnect between his words and the actions challenged here. For
example, in the video posted on X on May 27, 2025, announcing his unprecedented, unilateral
decision to remove recommended immunizations from the CDC immunization schedules, the
Secretary asserted a “lack of any clinical data to support the repeat booster strategy in children,”
and then-Food and Drug Administration Commissioner, Marty Makary, said in the video that
“there’s no evidence that healthy children need it [the Covid shot] today.”!? (emphasis added). Yet,
just the month before, a CDC career scientist gave a presentation at the ACIP meeting that, in the
past year, 7,000 children had been hospitalized with Covid, and of those admitted to the intensive
care unit, half were previously healthy.!" Another CDC career scientist presented that pregnant
individuals continued to face an increased risk of severe outcomes from contracting Covid and that
the only way to protect infants less than six months old was for a pregnant woman to receive the
vaccine during pregnancy because antibodies are passed from mother to fetus to protect a newborn
within the first six months of life.!? There are no documents in the administrative record on the
May 2025 Secretarial Directive (AR #1) indicating why the Secretary’s and the FDA

Commissioner’s false and misleading statements are in the script for the May 27, 2025, video.

Margot Sanger-Katz, and Jan Hoffman, Trump Administration Abruptly Cuts Billions From State Health Services,
The New York Times (March 26, 2025), https://www.nytimes.com/2025/03/26/health/trump-state-health-grants-
cuts.html [https://perma.cc/R5B4-D972]. The Secretary also cancelled $500 million in funding for mRNA research
because, according to a press release, “these vaccines fail to protect effectively against upper respiratory infections
like COVID and flu.” Press Release, U.S. Dep’t of Health & Human Servs., HHS Winds Down mRNA Vaccine
Development Under BARDA (Aug. 5, 2025), https://www.hhs.gov/press-room/hhs-winds-down-mrna-development-
under-barda.html [https://perma.cc/BT4A-6TN2].

10 Robert F. Kennedy, Jr. (@SecKennedy), X (May 27, 2025, 10:16 AM),
https://x.com/SecKennedy/status/1927368440811008138 [https://perma.cc/8KSK-DFLW].

11 See Fiona Havers, COVID-19 — Associated Hospitalizations — COVID-NET, April 2025 Update, CTRS. FOR DISEASE
CONTROL & PREVENTION (Apr. 15, 2025), https://www.cdc.gov/acip/downloads/slides-2025-04-15-16/03-Havers-
COVID-508.pdf [https://perma.cc/8F93-VXXM; Paul Offit, This CDC Resignation Should Scare You, SUBSTACK
(July, 8, 2025), https://pauloffit.substack.com/p/this-cdc-resignation-should-scare [https://perma.cc/5JK6-TH85].

12 See Lakshmi Panagiotakopoulos, Use of 2025-2026 COVID-19 Vaccines: Work Group Considerations, CTRS. FOR
DISEASE CONTROL & PREVENTION (Apr. 15, 2025), https://www.cdc.gov/acip/downloads/slides-2025-04-15-16/05-
Panagiotakopoulos-COVID-508.pdf [https://perma.cc/Y3N5-9FWE]; see also Meeting of the Advisory Committee on
Immunization Practices (ACIP), April 15-16, 2025 Meeting Summary, CTRS. FOR DISEASE CONTROL & PREVENTION
https://www.cdc.gov/acip/downloads/minutes/summary-2025-04-15-16-508.pdf [https://perma.cc/99AU-JKKA].

6
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Thirteen days later, the Secretary announced through a Wall Street Journal commentary
published on June 9, 2025, that he had “retired” all seventeen members of the ACIP because the
committee was “plagued with persistent conflicts of interest.”'* No evidence was cited of conflicts
any current ACIP members may have had. Two days later, the Secretary announced the
appointments of eight new members to the ACIP.!* Yet, in spite of terminating the entire ACIP
because of “persistent conflicts of interest,” HHS promised but failed to date to release Office of
Government of Ethics (“OGE”) Form 450 conflicts disclosures required of all advisory committee
appointees.!> Moreover, the government produced zero documents in the Administrative Record
on this claim (AR #3) that show that any conflicts vetting was done on anyone whom the Secretary
appointed to the ACIP in 2025.

All of the ARs that the government has produced in this case are incomplete. The Court
should grant this motion in its entirety and order all of the relief that Plaintiffs request below.

II. FACTUAL BACKGROUND
A. Chronology of AR Productions and Meet and Confer Attempts

The government produced AR #1 (May 2025 Secretarial Directive) on March 12, 2026.
Thereafter, Defendants made rolling productions of ARs ## 2-6 that were completed by May 13
but withheld from production documents that Defendants deemed confidential in AR # 3 (ACIP
Reconstitution), AR #4 (January 2026 childhood schedule change), and AR #5 (December 2025

ACIP Hepatitis B vaccine vote). After entry of a Protective Order in this case, Defendants

13 Robert F. Kennedy, Jr., HHS Moves to Restore Public Trust in Vaccines, WALL ST. J. (June 9, 2025),
https://www.wsj.com/opinion/rfk-jr-hhs-moves-to-restore-public-trust-in-vaccines-45495112
[https://perma.cc/849L-QC3D].

14 Robert F. Kennedy, Jr. (@SecKennedy), X (Jun. 11, 2025, 8:36 PM), https://www.wsj.com/opinion/rfk-jr-hhs-
moves-to-restore-public-trust-in-vaccines-45495112 [https://perma.cc/HD6G-FBRX].

15 Isabella Curto, HHS backtracks on pledge to disclose new vaccine advisers’ conflicts of interest, STAT (July 9,
2025) https://www.statnews.com/2025/07/09/kennedy-conflict-of-interest-radical-transparency-acip-vaccine-
experts/ [https://perma.cc/LIR6-ZZMQ)].
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produced the documents designated Confidential in ARs ## 3-5 on June 8, 2026. The Certifications
of Supplemental Administrative Record served that day did not contain the representation that
these ARs were “complete,” unlike the Certifications for ARs ## 1, 2, and 6, which, when
originally served, were certified as being “complete.” After prodding from the Plaintiffs,
Defendants served on July 2 a revised Certification of Supplemental Administrative Record for
ARs ## 3-5 that stated that they were “a true, correct, and complete copy of the non-privileged
information that was directly or indirectly considered....”

The parties met and conferred for an hour and a half on July 6, exchanged multiple emails
after that meet and confer, and, in spite of Plaintiffs identifying with specificity categories of
documents that should have been produced in each AR, Defendants have stood fast on their
position that all of the ARs are complete. The facts show that not to be the case.

B. Documents Missing From the ARs

1. AR #1 — the May, 27. 2025, Secretarial Directive

The February 14, 2025, email published by the New York Times (see note 7, supra) reveals
that the Secretary had a “plan ... to transform to an informed consent campaign.” No document
in any AR mentions a “plan” to implement “an informed consent campaign.” There are, however,
two memoranda to the Secretary in AR #1 dated May 12, 2025, one recommending an “informed
consent process” for the Covid vaccine for children, and the other recommending that pregnant
women not receive the Covid vaccine.'® Since a plan was in motion to move to an informed consent
campaign as of February 14, 2025, the May 12, 2025, memos were created to justify a decision

already made. All documents and communications from February 14, 2025, leading up to the May

16 See Exs. 1 and 2 attached to Decl. of James J. Oh (“Oh Decl.”).

8
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27,2025, video announcement of the changes to the Covid vaccine recommendations on the CDC
schedules are therefore post-decisional and should have been produced in this AR but were not.

2. AR #2 — the September 2025 ACIP Vote to Make the Covid Vaccine SCDM for
All

Defendants produced in AR #2 the agenda for the June 25, 2025, ACIP meeting.!” At that
meeting, six presentations were made on Covid-19, none of which pertained to an informed
consent process for the Covid vaccine. Yet, another document produced in AR #2, with an
ostensible date of September 19, 2025, titled “Next ACIP Meeting: Anticipated Votes,”'® states
that a vote at the September 18-19 ACIP meeting was anticipated on Covid vaccines as follows:
“It is the sense of the committee that the CDC engages in an effort to promote more consistent and
comprehensive informed consent processes, and as part of that considers adding language
accessible to patients and medical providers to describe at least the six risks and uncertainties
included in the WG chair presentation.” The outcome of the September 2025 ACIP vote on the
Covid vaccine was preordained. Accordingly, email communications between February 14, 2025,
and the ACIP’s September 19, 2025, meeting regarding the vote taken on Covid vaccines at that
meeting must exist but are missing from this AR. For example, there are no emails between the
Office of the Secretary and the ACIP Chair (at the time, Martin Kulldorff) and Vice Chair (Robert
Malone) or other ACIP members, or with the Designated Federal Officer to the ACIP (Mina
Zadeh), who is responsible “to ensure that all procedures are within applicable statutory,

3

regulatory, and HHS General Administration Manual directives” and who “will approve and

prepare all meeting policies and agendas.”"’

17 See HHS AAP 003349-003350 (attached as Ex. 3 to Oh Decl.).

18 See HHS AAP 002361-002362 (attached as Ex. 4 to Oh Decl.).

19 Charter of the Advisory Committee on Immunization Practices, U.S. DEP’T OF HEALTH & HUM. SERVS (April 1,
2024), https://gsa-

geo.my.salesforce.com/sfc/p/#0000000Gyj0/a/3d000002n0vR/vSBk tLFdWd3s5nsKV5cvV_UC2H80LQUfinwVsS
BgfU [https://perma.cc/8CG7-EXW4].
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3. AR # 3 — the ACIP Reconstitution

An email produced in this AR shows that Lyn Redwood, the former President of Children’s
Health Defense,?” received two nominations for the ACIP on January 2, 2025, from Vicky Debold
Pebsworth (who was appointed to the ACIP on June 11, 2025),?! six weeks before the Secretary
was confirmed.?? Other emails in this AR show that a number of different HHS officials were
involved in the search for new ACIP members in the ensuing months, including Stefanie Spear,
Principal Deputy Chief of Staff/Senior Counselor to the Secretary;> Hannah Anderson, the

Secretary’s Deputy Chief of Staff, Policy;** William “Reyn” Archer III, M.D., counselor in the

20 “The Centers for Disease Control and Prevention is hiring Lyn Redwood ... to work in its vaccine safety office ...
Redwood was the president of the group now called Children’s Health Defense, which lists as its founder Robert F.
Kennedy, Jr. ... Children’s Health Defense has sued to curb vaccine requirements, petitioned federal agencies to
revoke vaccine authorizations, and spread misinformation about vaccines.” Alexander Tin, CDC to hire former head
of anti-vaccine group founded by RFK Jr., CBS NEwS HEALTH WATCH (June 25, 2025),
https://www.cbsnews.com/news/cdc-vaccine-safety-office-hire-former-head-anti-vaccine-group-founded-rfk-
Jjr/#~text=The%20Centers%20for%20Disease%20Control,CDC%20officials%20tell%20CBS%20News
[https://perma.cc/2X7K-NCDB].

2! The Secretary was nominated for the position on November 14, 2025. Redwood co-authored an article published
by Children’s Health Defense dated June 1, 2006, titled “Why are we still injecting mercury into pregnant women,
infants and children? Lyn Redwood and Vicky Debold, Why are we still injecting mercury into pregnant women,
infants and children?, CHILDREN’S HEALTH DEFENSE (June 1, 2006), https://childrenshealthdefense.org/news/why-
are-we-still-injecting-mercury-into-pregnant-women-infants-and-children/. “Pebsworth joined Acip from the
National Vaccine Information Center, where she has served as volunteer research director since 2006, ... The National
Vaccine Information Center started in Virginia as Dissatisfied Parents Together in 1982, before changing its name in
1995. The group went on to receive major funding support from Dr Joseph Mercola, once described as “the most
influential spreader of coronavirus misinformation online”. Jessica Glenza, Nurse on new CDC vaccine panel said to
have been ‘anti-vax longer than RFK,” THE GUARDIAN (July 5, 2025), https://www.theguardian.com/us-
news/2025/jul/05/vicky-pebsworth-vaccine-experts-rfk-jr [https://perma.cc/ WL6D-VS8A].

22 See HHS_AAP 015991 (attached as Ex. 5 to Oh Decl.).

23 “As his principal deputy chief of staff and senior counselor, Spear works from an office that connects to Kennedy’s
suite through a door behind his desk. Spear has created, says a former HHS staffer, ‘this huge wall around him.” She
is on seemingly constant watch to protect and shield him from disloyalty. In Kennedy’s seven months at the agency,
heads have rolled—including even some brought in to further the MAHA agenda. Spear has remained a constant.”
Katherine Eban, Meet Stefanie Spear, RFK Jr.’s ‘Attached at the Hip’ HHS Deputy, VANITY FAIR (Sept. 25, 2025),
https://www.vanityfair.com/news/story/meet-stefanie-spear?srsltid=AfmBOoq59HI4r3-

035806G9G0oF10e YyYCQakUvQizbbuW3IneAl4u9oH [https://perma.cc/83YL-KYSQ]; see HHS AAP 016028 —
016029 (attached as Ex. 6 to Oh Decl.).

24 Anderson was fired on or about July 16, 2025. She had “joined HHS after stints on Capitol Hill as a GOP staffer,
including as health policy adviser to Republicans on the Senate’s main health committee. She had most recently
headed up health care issues at the Trump-aligned America First Policy Institute think tank.” Adam Cancryn, RFK Jr.
fires top aides in HHS shakeup, CNN (July 17, 2025), https://www.cnn.com/2025/07/16/health/rfk-hhs-aides-fired
[https://perma.cc/GXY2-2FY7]; see HHS AAP 015578 — 015583 (attached as Ex. 7 to Oh Decl.).
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Office of the Secretary;® Matthew Thompson, Policy Adviser in the Office of the Secretary;*®
William Boothby, HHS Deputy White House Liaison;?’ Stuart Burns, a senior adviser to the CDC
Director appointed by the Secretary;*® and Matthew Buzzelli, Chief of Staff at the CDC.

A number of individuals outside of government also were enlisted to find ACIP candidates,
including Elizabeth Brehm, a partner in the law firm Siri & Glimstad;* Debra Sheldon, a Vice
President at the MAHA Institute;*° and James Lyons-Weiler, a biologist who has made numerous
inaccurate and misleading claims about vaccines.>! One email, sent by an individual outside of
government at 11:21 AM on April 27, 2025, to Reyn Archer, states: “Here’s the link to the

spreadsheet I shared with you a while back. I am adding to it still but there are some solid

25 “Dr, William “Reyn” Archer III joined the Health and Human Services Department, which oversees CDC, as a
counselor in the secretary's office after Kennedy took over in February, HHS records show. A critic of vaccines on
social media for the past several years, Archer served as Texas state health commissioner in the late 1990s.” Dan
Levein and Leah Douglas, Kennedy aide and vaccine critic questions recent expert recommendations, REUTERS (May
6, 2025), https://www.reuters.com/business/healthcare-pharmaceuticals/kennedy-aide-vaccine-critic-questions-
recent-expert-recommendations-2025-05-06/ [https://perma.cc/SEAA-WSHC]; see HHS AAP 015557 (attached as
Ex. 8 to Oh Decl.).

26 See HHS_AAP 015587 (attached as Ex. 9 to Oh Decl.).

27 Boothby worked on the Secretary’s presidential campaign in 2024. See Alexander Babbie, RFK Jr. backers
celebrate as they turn in petitions to get him on the New York ballot, BUFFALO TORONTO PUBLIC MEDIA (May 29,
2024), https://www.btpm.org/2024-05-29/rfk-jr-backers-celebrate-as-they-turn-in-petitions-to-get-him-on-the-new-
york-ballot [https://perma.cc/ZATM-RA4W]; see HHS AAP 015578 — 015583 (attached as Ex. 7 to Oh Decl.).

28 «“According to meeting recordings, internal communications reviewed by MSNBC and three sources familiar with
the situation, Burns has become a central figure in subverting vaccine policy under Kennedy. It’s unclear from his job
title of ‘senior adviser’ what Burns is officially tasked with, but officials with knowledge said Burns’ duties were, in
part, specifically targeting vaccines.” Brandy Zadrozny, RFK Jr. is completely reshaping vaccine policy. This is the
man helping him do it. Stuart Burns might be the most important CDC official you 've never heard of., MS NOW (July
25, 2025), https://www.ms.now/analysis/robert-f-kennedy-jr-vaccines-stuart-burns-hhs-rcna220029
[https://perma.cc/86Y3-552Q]; see HHS AAP 015684 (attached as Ex. 10 to Oh Decl.).

2 The Siri & Glimstad “law firm specializes in vaccine injury claims.” See Vaccine Injury, Siri & Glimstad,
https://www.sirillp.com/vaccine-injury-attorneys/ [https://perma.cc/5SA4-3UW3]. Aaron Siri is a personal attorney
to RFK, Jr. who “previously petitioned the Food and Drug Administration to revoke its approval of a polio vaccine”
and, as of December 13, 2024, “ha[d] been helping interview candidates for top health jobs in the incoming Trump
administration.” Will McDuffie, et al., RFK Jr.’s lawyer and top ally asked FDA to revoke approval of a polio vaccine,
ABC NEWS (Dec. 13, 2024), https://abecnews.com/Politics/rfk-jrs-lawyer-top-ally-asked-fda-
revoke/story?id=116769906 [https://perma.cc/ KW8Z-MZ3C].

30 See Mental Health and Overmedicalization Summit, MAHA INSTITUTE (May 4, 2026),
https://www.mahainstitute.us/mhsummit [https://perma.cc/96CW-QG2N].

31 See James Lyons-Weiler, PhD https://jameslyonsweiler.com/ [https://perma.cc/4Q8B-FB26]; Rene F. Najera, The
Conspiracy Theories and Misinformation About the Novel Coronavirus Have Started, HISTORY OF VACCINES BLOG
(February 3, 2020) https://historyofvaccines.org/blog/the-conspiracy-theories-and-misinformation-about-the-novel-
coronavirus-have-started/ [https://perma.cc/5JZB-BBXP].

11



Case 1:25-cv-11916-BEM  Document 330 Filed 07/17/26  Page 12 of 24

candidates here, including some aligned docs who have not spoken publicly about vaccines.”?

(emphasis added). There is no explanation clarifying with whom there is alignment or with what
principles. The selection criteria, if any, are unidentified, nor is there any context to the importance
of whether a candidate has spoken publicly about vaccines. Perhaps this individual was referring
to alignment with (or, perhaps, ways to circumvent) FACA, the ACIP Charter, and the
Membership Balance Plan, since she sent another email on April 27, 2025, two minutes later to
Archer that states: “Also, here is the preliminary analysis on ACIP Charter and FACA implications
that Aaron Siri’s team provided to us.”** Another email in the AR from James Lyons-Weiler to “R
Kennedy” and “stefanie spear” states that “Cathy is 100% vetted. Some activism but not much to
find.”* There are no documents in this AR that indicate what criteria were used to vet “Cathy,” or
anyone else, or what role “activism” — whatever that means — had to play in selecting ACIP
members.

According to another publicly-released email, by May 19, 2025, the Secretary had
identified ten individuals whom he wanted to appoint to the ACIP to replace the current members.
That email from Hannah Anderson to William Archer and Matthew Thompson, with a copy to
Jeffrey Reczek and Stuart Burns, states: “Reyn, Bobby has asked for the following changes to be
made for the next ACIP meeting. 1. Replace the members with the ten identified.”*> Demetre
Daskalakis, then the Director, National Center for Immunization and Respiratory Diseases
(NCIRD) at the CDC, corroborates this in an email that same day in which he states that he had

learned from Stuart Burns that the IOS (the Immediate Office of the Secretary) had plans to remove

32 See HHS AAP 015777 — 015778 (attached as Ex. 11 to Oh Decl.).

31d.

34 See HHS AAP 016036-016037 (attached as Ex. 12 to Oh Decl.).

35 This email is linked in Sheryl Gay Stolberg, Inside the C.D.C.’s Mad Scramble to Meet Kennedy’s Demands, N.Y.
TIMES, June 25, 2026, https://www.nytimes.com/2026/06/25/us/politics/kennedy-cdc-emails.html
[https://perma.cc/GJES-PBUR], numbered A17-1 (attached as Ex. 13 to Oh Decl.).
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current membership of the ACIP and “replace with new members reflecting the priorities of the
administration.”*® The government produced no list of the “ten identified” in this AR; nor are there
any documents indicating why they were selected or their qualifications. An email dated two days
later states that “Stuart had said all the people had been cleared by WH [White House] for ethics
and were good to go,”” but no documents confirming such ethics clearance are in this AR.

4. AR #4 — the January 6, 2026, Childhood Schedule Changes

Although the Secretary stated in his confirmation hearings that he would recommend that
children follow the CDC’s childhood immunization schedule, the CDC Director announced
unilaterally on January 5, 2026, that the CDC’s childhood schedule had been dramatically changed
to reduce the number of vaccines routinely recommended for children from 17 to 11.3® This
announcement came one month after Tracy Beth Hoeg, then in a role at the FDA,** made a
presentation on Denmark’s childhood schedule, and Aaron Siri, a well-known anti-vaccine lawyer,
made a presentation on the U.S. childhood schedule at the ACIP meeting on December 5, 2025.
Coincidentally, the evening of December 5, President Trump announced in a post on X the release
of a Presidential Memo titled “Aligning United States Core Childhood Vaccine Recommendations
with Best Practices from Peer, Developed Countries.”*® That same evening, the Secretary

responded with the reply post: “Thank you, Mr. President. We’re on it.”*!

36 Id. at A17-19 (attached as Ex. 14 to Oh Decl.).

37 Id. at A17-18 (attached as Ex. 15 to Oh Decl.).

38 See Plaintiffs’ Corrected Memorandum of Law in Support of Their Motion for Preliminary Injunction, 4m. Acad.
of Pediatrics v. Kennedy, No. 25-11916 (D. Mass. Feb. 9, 2026) ECF No. 229-1 at 3.

39 Heeg “‘spread wild myths that got real traction’ during the height of the COVID-19 pandemic.” Sarah Karlin-Smith,
“‘Highly Problematic’: Acting FDA Commissioner Paused Planned OK Of Novavax Shot, PINK SHEET (Apr. 3, 2025)
https://insights.citeline.com/pink-sheet/agency-leadership/us-fda/highly-problematic-acting-fda-commissioner-
paused-planned-ok-of-novavax-shot-GUT6LR4X6ZALRMMZAEXYZHY36Y/ [https://perma.cc/69F8-QR7P].

40 See Fourth Am. Compl., Am. Acad. of Pediatrics v. Kennedy, No. 25-11916 (D. Mass. Jan. 19, 2026) ECF No. 180-
1, 4 44.

.
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Perhaps the Secretary more accurately should have said, “We’ve been working on it.”” After
all, the MAHA Report “Make Our Children Healthy Again: Assessment,” released seven months
earlier on May 22, 2025, states in a section titled “Growth of the Childhood Vaccine Schedule,”
that “[t]he number of vaccinations on the American vaccine schedule exceed the number of
vaccinations on many European schedules, including Denmark, which has nearly half as many as
the U.S.”*> The MAHA Report shows that the Secretary was planning long before December 5,
2025, to align the U.S.’s childhood schedule with Denmark’s.

There are huge gaps in this AR. There are no documents explaining why Heeg and Siri
presented on the childhood schedule at the December 5, 2025, ACIP meeting. The concept of
aligning the childhood schedule with so-called “peer” nations was not discussed at prior ACIP
meetings. There are no documents explaining how HHS was involved in the release of the
December 5 Presidential Memo, although it is self-evident that HHS was involved. There are no
documents explaining why two presentations on the childhood schedule were given at the
December 5, 2025, ACIP meeting to the ACIP being bypassed a month later when the childhood
schedule changes were announced on January 6, 2026.** There are no documents explaining the
conclusion that Denmark is a peer country, let alone why Germany or Japan or any other country,
are peer nations with respect to childhood immunization schedules.

5. AR #5 — the December, 2025, ACIP vote to Downgrade the Hepatitis B Vaccine
Recommendation for Newborns from Routine to SCDM

The outcome of the votes on the Hepatitis B (“HepB”) vaccine for newborns at the

December 4-5, 2025, ACIP meeting were similarly foregone conclusions before they were taken.

42 See Presidential Make America Healthy Again Comm’n, The MAHA Report, at 63 (May 22, 2025),
https://www.whitehouse.gov/wp-content/uploads/2025/05/MAHA-Report-The-White-House.pdf
[https://perma.cc/3CZW-PTMK].

43 Based on the cadence of how the ACIP operated, discussion of an immunization at one meeting was a precursor to
a vote on that immunization at a subsequent meeting. See, e.g., discussion of AR #2, above, and #5, below.
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In her May 19, 2025, email referenced above, Hannah Anderson, in addition to admitting that ten
candidates for the ACIP had already been lined up, reported that “Bobby has asked for the
following changes to be made for the next ACIP meeting: ... 2. Add votes on ‘joint decision
making’ for the HepB (for healthy children and potentially others).”** HepB did not make it onto
the June 25-26, ACIP agenda, but it did for the September 18-19 meeting, at which seven
presentations were made on the HepB vaccine. The ACIP voted at its December 4, 2025, meeting
to recommend “individual-based decision-making, in consultation with a health care provider, for
parents deciding when or if to give the HBV vaccine.”* The newborn HepB vaccine dose has been
in the Secretary’s crosshair for years.*® Thus, the votes at the December 4, 2025, ACIP meeting on
the newborn HepB dose clearly were part of the informed consent campaign that the Secretary put
into motion no later than the day after his confirmation. The outcome of that vote was a foregone
conclusion as well. There are no emails in this AR from Hannah Anderson’s email of May 19,
2025, through the December 4, 2025, votes regarding the steps taken to put the HepB birth dose

on the agenda for the December 2025 ACIP meeting.

4 This email is linked in Sheryl Gay Stolberg, Inside the C.D.C.’s Mad Scramble to Meet Kennedy's Demands, N.Y.
TIMES, June 25, 2026, https://www.nytimes.com/2026/06/25/us/politics/kennedy-cdc-emails.html
[https://perma.cc/3MIX-ZEZY ], numbered A17-1 (attached as Ex. 13 to Oh Decl.).

45 Next ACIP Meeting: Anticipated Votes, CTRS. FOR DISEASE CONTROL & PREVENTION (Dec. 5, 2025),
https://www.cdc.gov/acip/meetings/upcoming.html [https://perma.cc/692Q-Z225].

46 «““The major vectors for [hepatitis B] are it’s sexually transmitted or by needles. Why would you give that to a one-
day-old child?” Kennedy said in a town hall broadcast on NewsNation at the end of June. NewsNation, Robert F.
Kennedy Jr.'s Town Hall on NewsNation | RFK Jr. Town Hall, at 54:45—54:52 (June 29, 2023),
https://www.youtube.com/watch?v=eLW9s6NpS7w&t=3257s [https://perma.cc/ZZ7X-EWYQ]. “‘It’s really a profit
motive.” In an appearance on Joe Rogan’s podcast, Kennedy made the same argument, saying that people get hepatitis
B from sharing needles, ‘going to a really seasoned prostitute,” or participating in ‘sort of compulsive homosexual
behavior.” He acknowledged that babies can get hepatitis B from their mothers, but said that every pregnant woman
is tested for it, ‘so the baby doesn’t need this.”” Jessica McDonald, FactChecking Robert F. Kennedy, Jr.,
FACTCHECK.ORG (Aug. 9, 2023), https://www.factcheck.org/2023/08/scicheck-factchecking-robert-f-kennedy-jr/
[https://perma.cc/ZZTX-EWYQ)].
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6. AR # 6 — the June 26, 2025 ACIP vote on Thimerosal in Multi-Dose Flu Vaccine
Vials

A June 16, 2025, email from Stuart Burns to CDC officials shows both how and why the
ACIP voted on June 26, 2025, to ban thimerosal from multi-dose flu vaccine vials:
Based on discussions and what I’'m hearing from the secretary’s office They
[sic] 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 [sic] to consider this on the agenda?*’
At the risk of stating the obvious, this email instructs the ACIP how to vote on thimerosal. There

are no emails in this AR that answer Burns’ question.

I11. ARGUMENT
A. The Applicable Legal Standards

An administrative record must consist of “all documents and materials directly or indirectly
considered by [the] agency decision-makers and includes evidence contrary to the agency’s
position.” Town of Norfolk v. U.S. Army Corps of Eng’rs, 137 F.R.D. 183, 185 (D. Mass. 1991),
aff’d, 968 F.2d 1438 (1st Cir. 1992). An agency “‘may not unilaterally determine what constitutes’
the administrative record.” Roe v. Mayorkas, No. 22 Civ. 10808, 2024 WL 5198705, at *8 (D.
Mass. Oct. 2, 2024) (quoting Bar MK Ranches v. Yuetter, 994 F.2d 735, 739 (10th Cir. 1993)).
Rather, the administrative record must include everything that the decision maker saw, as well as
everything relied on by subordinates who made recommendations. Town of Norfolk, supra, at 185;
see also Regents of Univ. of Cal. v. U.S. Dep’t of Homeland Sec., No. C 17-05211 WHA, 2017
WL 4642324, at *2 (N.D. Cal. Oct. 17, 2017). The requirement that a reviewing court consider

“the whole record” before rendering a decision “ensures that neither party is withholding evidence

47 This email is linked in Sheryl Gay Stolberg, Inside the C.D.C.’s Mad Scramble to Meet Kennedy’s Demands, N.Y.
TIMES, June 25, 2026, https://www.nytimes.com/2026/06/25/us/politics/kennedy-cdc-emails.html
[https://perma.cc/6H73-DPGB], numbered A18-3 (attached as Ex. 16 to Oh Decl.).
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unfavorable to its position and that the agencies are not taking advantage of post hoc
rationalizations for administrative decisions.” Walter O. Boswell Mem’l Hosp. v. Heckler, 749 F.2d
788, 792 (D.C. Cir. 1984). An agency “may not skew the [administrative record] in its favor by
excluding pertinent but unfavorable information[,]” just as it may not exclude information on the
grounds that the agency did not rely on that information for its final decision. State of Maine v.
McCarthy, 2016 U.S. Dist. LEXIS 159940, at *3 (D. Me. Nov. 18, 2016).

On a motion to complete the administrative record, Plaintiffs are not required to
demonstrate bad faith; they need only present “reasonable, non-speculative grounds to believe that
materials considered in the decision making process are not included in the record, and identify
the pertinent omitted materials with sufficient specificity[.]” Roe, supra, at *2 and *7 (internal
citations and quotations omitted); accord Sierra Club v. U.S. Army Corps of Eng’rs, No. 20 Civ.
396, 2022 WL 2953075, at *5 (D. Me. July 26, 2022) (applying same standard). This standard is
satisfied where “plaintiffs [did] not merely proffer broad categories of documents they believe
likely exist, but rather, after carefully parsing through the record, identifJied] specific gaps in the
record.” Roe, 2024 WL 5198705, at *2.

Defendants have invoked the deliberative process privilege in meet and confer
communications about the AR and have objected to producing a privilege log.*® The emails
publicly disclosed in the New York Times article demonstrate that this privilege has no merit here.
The deliberative process privilege is a qualified privilege that “shields from disclosure documents
reflecting advisory opinions, recommendations and deliberations comprising part of a process by
which governmental decisions and policies are formulated.” U.S. Fish & Wildlife Serv. v. Sierra

Club, Inc., 592 U.S. 261, 267 (2021) (quotation marks omitted). Documents must be both

48 See email correspondence (attached as Ex. 17 to Oh Decl.).
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“predecisional” and “deliberative” to qualify for the privilege. Id.; accord Roe, 2024 WL 5198705,
at *3. A document is “predecisional” if it was “generated before the agency's final decision on the
matter.” U.S. Fish & Wildlife Serv., 592 U.S. at 268. The privilege is “a qualified one” and is “not
absolute.” Id. (citation and quotation marks omitted). Once a decision has been made, post-
decisional documents are not shielded from disclosure. Texaco Puerto Rico v. Dept. of Consumer
Affairs, 60 F.3d 867, 884-85 (1° Cir. 1995).

The Court has “discretion as to whether the deliberative process privilege requires
nondisclosure.” In re Pharm. Indus. Average Wholesale Price Litig., 254 F.R.D. 35, 40 (D. Mass.
2008). In exercising that discretion, the Court “should consider, among other things, the interests
of the litigants, society’s interest in the accuracy and integrity of factfinding, and the public’s
interest in honest, effective government.” Texaco Puerto Rico, 60 F.3d at 885. The scope of this
privilege does not turn on the label that the agency affixes to a document; as a result, criteria for
making decisions, analyses, and factual or technical documents are not deliberative. U.S. Fish &
Wildlife Service v. Sierra Club, 592 U.S. 261, 269-70 (2021).

B. The Court Should Exercise Its Discretion and Order Defendants to Complete The
ARs

The Court has already found that Plaintiffs are likely to succeed on the merits of their claim
that Defendants failed to reasonably explain their failure to follow required process and procedure
with regard to the challenged actions in this case. Based on the publicly-disclosed emails, we now
know that the outcomes of all of the six challenged actions were predetermined, which is likely
the reason why Defendants failed to offer reasonable explanations at the preliminary injunction
stage, repeatedly delayed production of the ARs in this case, and have renewed their motion to

stay. After all, one email not produced but clearly relevant and very revealing states that “the
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secretary’s office ... [was] very interested in having ACIP Vote to recommend only thimerosal
free flu vaccine.” This email shows that what the Secretary wanted his ACIP to do is what he got.*’

Indeed, the revelation that the Secretary entered office with a plan for an informed consent
campaign likely explains why the Secretary reconstituted the ACIP: he wanted, as one of those
involved in the search for ACIP members stated, members “aligned” with his preordained opinions
on vaccines who would vote in alignment with his informed consent campaign. It also is likely
that this informed consent campaign determined the outcomes of the votes that the ACIP took in
September 2025 on the Covid vaccine and on the HepB birth dose, since both votes resulted in
those immunizations being designated as SCDM.>® The May 27, 2025, Secretarial Directive and
the January 5, 2026, childhood schedule changes were also likely products of this informed consent
campaign, since these actions resulted in the Covid immunization being reclassified to SCDM for
children.

The Court and the American people are entitled to learn more about this campaign.
Changes to the CDC’s immunization schedules affect every human being in the United States. As
many doctors attested in declarations submitted in this case, the SCDM designations have caused
great confusion and uncertainty about vaccines in general, which has caused irreparable harm to
these doctors and their practices, as well as to the medical associations of which they are members.
See ECF 183 -185 (Plaintiff’s Motion for Preliminary Injunction and Exhibits). The Secretary

came into office with a promise of radical transparency, but he has been anything but in this case,

as the repeated delays in and resistance to producing the administrative records demonstrate. It is

4 See fn. 47, supra (attached as Ex. 16 to Oh Decl.).

50 “Unlike routine, catch-up, and risk-based recommendations, shared clinical decision-making vaccinations are
individually based and informed by a decision process between the health care provider and the patient or
parent/guardian.” See ACIP Shared Clinical Decision-Making Recommendations, CDC (Jan. 7, 2025),
https://www.cdc.gov/acip/vaccine-recommendations/shared-clinical-decision-making.html [https:/perma.cc/8TT9-
32GA].
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ironic indeed that he preaches informed consent but resists producing documents that would help
inform the public.

The Secretary’s invocation of the deliberative process privilege is not well taken. Tummino
v. Von Eschenbach, 427 F.Supp.2d 212 (E.D.N.Y. 2000) is instructive and persuasive on this score.
There, email correspondence indicated that “senior management of the FDA had long since
decided not to approve the application [for approval of over-the-counter access to Plan B, an
emergency contraceptive drug, a/k/a, the morning-after pill] but needed to find acceptable
rationales for the decision.” The author of the “not-approvable letter” of Plan B “confessed that he
had already made up his mind about the issue before he had sought scientific support.” Id. at 233.
On these facts, the court rejected application of the deliberative process privilege. Id. See also New
York v. McMahon, 826 F.Supp.3d 184,196-198, 200 (D.Mass. 2026) (finding the deliberative
process privilege did not apply, granting supplementation of the record, and ordering government
to produce “records that can provide the court with a more fulsome comprehension of the
decision,” where documents in the AR were inconsistent with public statements for a reduction in
force); accord Roe, supra, at *5-8.

IV.  CONCLUSION

For all of the reasons stated above, Plaintiffs respectfully request that the Court order
Defendants to complete the ARs by producing the following:
1. All documents related to the May 27, 2025, Secretarial Directive;
2. All documents related to the September 2025 ACIP vote to change the
recommendation for Covid vaccines from routine to shared clinical decision-
making;

3. All documents related to the reconstitution of ACIP;
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4. All documents related to the January 6, 2026, childhood vaccination schedule
changes;

5. All documents related to the December 2025 ACIP vote to change the
recommendation for Hepatitis B vaccines for newborns; and,

6. All documents related to the June 2025 ACIP vote on Thimerosal in multi-dose

vaccines.
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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF MASSACHUSETTS

AMERICAN ACADEMY OF PEDIATRICS,
etal.,

Plaintiffs,
Case No. 1:25-cv-11916 (BEM)
V.

ROBERT F. KENNEDY, JR., in his official
capacity as Secretary of the Department of Health
and Human Services; et al.,

Defendants.

DECLARATION OF JAMES J. OH IN SUPPORT OF
PLAINTIFFS’ MOTION TO COMPLETE THE ADMINISTRATIVE RECORDS

Pursuant to 28 U.S.C. § 1746, I declare under penalty of perjury that the following is true
and correct:

1. Tam an attorney at the law firm Epstein Becker & Green and lead trial counsel for
Plaintiffs in the above-titled action.

2. 1 submit this declaration in support of Plaintiffs’ Motion to Complete the
Administrative Records.

3. Attached hereto as Exhibit 1 is a true and correct copy of a memorandum to the
Secretary recommending an “informed consent process” for COVID-19 vaccinations, designated
as HHS AAP 000255-000263 in AR 1.

4.  Attached hereto as Exhibit 2 is a true and correct copy of a memorandum to the
Secretary regarding COVID-19 vaccinations for pregnant women, designated as HHS AAP

000094-000097 in AR 1.
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5. Attached hereto as Exhibit 3 is a true and correct copy of the final agenda for the
June 25-26, 2025, meeting of the Advisory Committee on Immunization Practices (“ACIP”),
designated as HHS AAP 003349-003350 in AR 2.

6.  Attached hereto as Exhibit 4 is a true and correct copy of the summary of
anticipated votes at the September 2025 ACIP meeting, designated as HHS AAP 002361-002362
in AR 2.

7. Attached hereto as Exhibit 5 is a true and correct copy of correspondence between
Vicky Pebsworth, “lyn Redwood”, and Brian Morse, designated as HHS AAP 015991 in AR 3.

8. Attached hereto as Exhibit 6 is a true and correct copy of correspondence between
Stefanie Spear and Will Boothby, designated as HHS AAP 016028 — 016029 in AR 3.

9.  Attached hereto as Exhibit 7 is a true and correct copy of correspondence between
Mitchell Hailstone, Heather Melanson, Matthew Buckham, and Hannah Anderson, designated as
HHS AAP 015578 — 015583 in AR 3.

10.  Attached hereto as Exhibit 8 is a true and correct copy of correspondence between
“reyn archer”, Kristen Walsh, and Will Boothby, designated as HHS AAP 015557 in AR 3.

11.  Attached hereto as Exhibit 9 is a true and correct copy of correspondence between
William Boothby, William Archer, “J Gait”, “joehibbeln”, and Matthew Thompson, designated as
HHS AAP 015587 in AR 3.

12.  Attached hereto as Exhibit 10 is a true and correct copy of correspondence between
Michael Ross and Stuart Burns, designated as HHS AAP 015684 in AR 3.

13.  Attached hereto as Exhibit 11 is a true and correct copy of correspondence between

Becca Classen to William “Reyn” Archer, designated as HHS AAP 015777-015778 in AR 3.
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14.  Attached hereto as Exhibit 12 is a copy of correspondence between James Lyons-
Weiler to “R Kennedy” and “stefanie spear”, designated as HHS AAP 016036-016037 in AR 3.

15.  Attached hereto as Exhibit 13 is a true and correct copy of an email dated May 19,
2025, from Hannah Anderson to William Archer and Matthew Thompson regarding ACIP
membership that was provided to Senator Bernie Sanders by Dr. Debra Houry, the former chief
medical office at the CDC.

16.  Attached hereto as Exhibit 14 is a true and correct copy of an email dated May 19,
2025, from Dr. Demetre Daskalakis, the former director of the National Center for Immunization
and Respiratory Diseases to Dr. Debra Houry that was provided to Senator Bernie Sanders by Dr.
Debra Houry, the former chief medical office at the CDC.

17.  Attached hereto as Exhibit 15 is a true and correct copy of an email dated May 21,
2025, from Dr. Debra Houry to Dr. Demetre Daskalakis that was provided to Senator Bernie
Sanders by Dr. Debra Houry, the former chief medical office at the CDC.

18.  Attached hereto as Exhibit 16 is a true and correct copy of an email dated June 16,
2025, from Stuart Burns to Debra Houry, Rebecca Greco Kone, Nita Witkofsky, and Mina Zadeh
that was provided to Senator Bernie Sanders by Dr. Debra Houry, the former chief medical office
at the CDC.

19.  Attached as Exhibit 17 are true and correct copies of email exchanges between
counsel during their meet and confer discussions.

I declare under penalty of perjury and under the laws of the State of Illinois and the law
of the United States that the foregoing is true and correct.
Executed on July 17, 2026.

/s/ James J. Oh
James J. Oh
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MEMORANDUM TO THE SECRETARY

THROUGH: HEATHER MELANSON, CHIEF OF STAFF
CORTNEY MCCORMICK, EXECUTIVE SECRETARY

FROM: MATTHEW MEMOLI, M.D., M.S., PRINCIPAL DEPUTY DIRECTOR, NIH

SARA BRENNER, M.D., M.P.H., PRINCIPAL DEPUTY COMMISSIONER,
FDA

SUBJECT: Medical and Scientific Assessment of Secretary Becerra’s
Determination Recommending COVID-19 Vaccination of Children
Less Than 18 Years of Age

DATE: May 12, 2025

On June 18 and June 24, 2022, Secretary of Health and Human Services Becerra issued
“Secretarial Directives” recommending that children between the ages of 6 months and 17
vears receive the COVID-19 vaccine. At this time, after a review of relevant existing data,
including new studies unavailable to Secretary Becerra when he issued his Directives on June
18, 2022, and June 24, 2022, there is no clear evidence that the benefits of vaccination for
COVID-19 outweigh the risk of harm in children under 18 years of age.

Vaccines are products designed to be given to individuals to stimulate immunity against a
certain pathogen thereby preventing disease and its sequelae. A departmental
recommendation of any vaccination should be based on a careful evaluation of probable
benefits weighed against risks and potential harms. The benefits and risks of vaccination should
be clearly established using randomized controlled trials prior to a recommendation.
Vaccination of any population should only be recommended when it is clear, based on the best
available evidence from these trials, that the benefits are likely to outweigh the known and
potential risks of the vaccines. Once a recommendation is made, reevaluation of the
recommendation is regularly required, as new data will continue to emerge as a vaccine is used
in a population and as a pathogen evolves.

HHS_AAP 000255
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Risks of COVID-19 to Children
Mortality

The risks associated with SARS-COV-2 infection, and subsequent clinical disease known as
COVID-19, in children under 18 has been extremely low since the novel virus emerged in 2019.
A review using death certificates in countries with widespread COVID-19 testing found that
deaths were over-attributed to COVID-19 by as much as 40-50% early in the pandemic and
possibly as high as 60-70% after the emergence of Omicron (Friis, 2023). This type of over-
attribution led to widespread misunderstanding among the U.S. population about the mortality
attributable to COVID-19 in children due to CDC’s public dashboard on COVID-19 deaths, COVID
Data Tracker, which consistently overstated the number of deaths attributed to COVID-19 in
children by 20% or more compared with the CDC’s standard and more carefully adjudicated
National Center for Healthcare Statistics database (Krohnert, 2023). A clearer picture of the low
risk in children emerged in multiple studies, including a landmark study from 2020-2021 of over
750,000 healthy children ages 5-17 infected with SARS-CoV-2. This study identified no deaths
due to the virus in their cohort (Sorg, 2022). This study was performed early in the pandemic
when death rates were highest from COVID-19 and prior to the current widespread immunity
and evolution of milder SARS-COV-2 variants. A subsequent study found the omicron
subvariants later in the pandemic posed even lower risk to children with an over 3-fold
reduction in infection mortality rate in children and young people compared to early in the
pandemic (Hani, 2023), while some of the few overall deaths observed occurred in vaccinated
children. By the end of 2023, CDC reported a death rate in children under 18 of 0.5 per million
cases {https://data.cdc.gov/Public-Health-Surveillance/Rates-of-COVID-19-Cases-or-Deaths-
by-Age-Group-and/54ys-qyzm) with that number likely an over-estimate given unreliable
denominators (total number of actual infections was higher than captured in the data) and has
been decreasing even further since. These data together suggest that the mortality from SARS-
CoV-2 infection among children without underlying health conditions is much less than one per
million, which is significantly less than from RSV or influenza. Furthermore, there is no clear
evidence that vaccination plays a role in preventing these exceedingly rare deaths.

Hospitalization

Hospitalization rates of children from COVID-19 are also extremely low and have decreased
since 2019; they are now substantially lower than for influenza and RSV in the United States.
Similar to COVID-19 deaths, starting early in the pandemic, hospitalization rates of children due
to SARS-CoV-2 in the U.S. were likely overestimated by at least 40% (Beck, 2021). This suggests
that nearly half or more of the children who had been reported to be hospitalized from COVID-
19 were hospitalized either due to other illness or injury, or unnecessarily hospitalized due to
fear of COVID-19. This again gave the public an inaccurate sense that hospitalization due to

HHS_AAP 000256
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severe COVID-19 was common in children. This also likely led to an inflated perceived effect of
vaccination on hospitalization, as the vaccine availability calmed some of these fears.

Multi-inflammmatory Syndrome in Children (MIS-C)

An additional condition of potential risk related to COVID-19 in children is a post-infection
inflammatory condition, named Multi-Inflammatory Syndrome in Children (MIS-C). This
condition was rare, but is now exceedingly rare with less than 80 total cases nationwide in 2024.
To date, no randomized controlled trials have demonstrated a reduction in risk of this condition
due to vaccination. Observational data assessing effectiveness of COVID-19 vaccines against
MIS-C are likely unreliable due to underlying biases {Hpeg, 2024).

Long COVID

Long COVID is a diagnosis which suffers from broad and imprecise case definitions (Hgeg, 2024).
However, the most well-conducted studies indicate that infection-related lasting symptoms in
children are exceedingly rare (Selvakumar, 2023; Hgeg, 2023). Randomized studies have also
not assessed the efficacy of vaccination against Long COVID (Munro, et al.}). One study among
Norwegian children found vaccination to be an independent risk factor for more severe fatigue
following SARS-CoV-2 infection (Selvakumar, 2025) suggesting a possible worsening of Long
COVID associated symptoms, but observational studies have been mixed and prone to multiple
biases when evaluating the relationship between vaccination and Long COVID. (Hgeg, 2023;
Hgeg, 2024).

Vaccination Risks
Post-Vaccination Myocarditis and Pericarditis, Including Sudden Cardiac Death and Sequelae

Post-vaccination myo- and pericarditis are well-established side effects of COVID-19 vaccination
identified in adolescent boys and girls (Krug, 2022; Kracalik, 2023}. About 1 in 2,700 boys
vaccinated with a second dose of Pfizer were hospitalized with myo- and/or pericarditis
according to a prospective study from Hong Kong (Chua, 2022). Post-vaccination myocarditis
can be severe and may have lasting consequences in children and young adults (Kracalik, 2023}.
In that study, about 1 in 5 children were admitted to intensive care for the condition. At 90 days
follow up, over 30% had still not been cleared for physical activity and about 25% were still
being prescribed medications. Rates of subclinical myo- and pericarditis, and associated long
term health outcomes, have yet to be fully characterized.

Deaths post-vaccination due to myocarditis appear to be rare but have been reported in young
people (Mevorach, 2021). A nationwide Korean study (Cho, 2023) attributed 21 total deaths to
vaccination-induced myocarditis, corresponding to a death rate of 1-2 per million primary series
mMRNA vaccinations given in the 12—-44-year-old age group, consistent with a nationwide study
from Qatar (Butt, 2023). In these two studies together, there was one death and three

HHS_AAP 000257
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fulminant cases in those under 21, highlighting a serious risk of vaccination that should be
weighed with a lack of certainty of vaccination benefit and an exceedingly low rate of death
among children—well below 1 per million infections in healthy children.

While myocarditis can be a consequence of SARS-CoV-2 infection in children and young people,
the risk from vaccination appears to be significantly higher. A study performed in 2021
{Karlstad, 2022) that included 23 million residents of Norway, Sweden, Denmark, and Finland
ages 12 and older found no cases of post-COVID myocarditis in children between 12-15 years of
age, but did find cases in 16—-24-year-olds. However post-vaccination myocarditis was at least
six times more common than myocarditis post-COVID infection among both males and females
{(details in supplement). Furthermore, no robust evidence has shown vaccination to reduce
post-COVID-19 myocarditis risks.

Additional Safety Signals and Potential Risks of Vaccination in Children

Additional risks that have been associated with mRNA vaccination include but are not limited to
seizures, Bell’s palsy, transverse myelitis, clotting disorders, strokes, heart attacks, and acute
kidney injury (Faskova, 2024; Dag Berild, 2022; Lim 2025; Hu, 2024; Hwang, 2025). Analysis of
the randomized trials in children suggests there may be an increased risk of non-COVID-19
lower respiratory tract infection (Hoffman, 2023). The potential benefit in healthy children of
vaccination is very small given the low risk of severe disease and, based on existing data, may
not outweigh the risks of vaccination. This is most likely the reason why, as mentioned during
the 2025 ACIP meeting on April 15, 2025, the U.S. is currently a global outlier in recommending
vearly routine vaccination of children under 18 for COVID-19. The WHOQO European Nations,
Australia, Canada, and the UK do not currently recommend routine vaccination of non-high-risk
children. Denmark notably does not offer the COVID-19 vaccine to anyone under the age of 65
unless they have certain underlying medical conditions and children <18 may not receive a
COVID-19 vaccine unless they have a chronic iliness and have been assessed by a pediatrician
who recommends vaccination for them. Notably, the Director General of the Danish Health
Authority, Sgren Brostrgm, stated in the summer of 2022 that “it was a mistake” (det var in fejl)
to vaccinate children for COVID-19. Furthermore, updated versions of COVID-19 vaccines,
which claim to provide protection against severe illness due to infection with new subvariants,
may have additional, new, and/or unknown risks. The clinical efficacy of updated vaccines has
also not been established on the basis of randomized controlled trials and health outcomes
data; and similarly, comprehensive adverse event data has yet to be captured and fully analyzed
for these new products, leading to an incomplete benefit/risk analysis. An example of this in
another setting was the 2009 inactivated influenza vaccine, Pandemrix, manufactured by Glaxo
Smith Klein which caused narcolepsy in children (Buonocore, 2022). Well over 1,000 children
were affected by the time this link was made with the vaccine the following year {(Doshi, 2018)
as well as additional serious safety concerns. This is a good example of why continued
consideration and evaluation of vaccine recommendations must be done regularly.

Lack of Clear Evidence of Vaccination Benefit

HHS_AAP 000258



Case 1:25-cv-11916-BEM  Document 330-1  Filed 07/17/26  Page 9 of 99

As described above, there is insufficient evidence based on clinical outcomes data to render a
positive benefit risk assessment for vaccinating children at this time. The initial clinical trials in
children and adolescents included less than 2,500 children and were unable to determine
efficacy against severe COVID-19 (Frenck, 2021; Ali, 2021; Walter, 2022; Creech, 2022;
Anderson, 2022; Mufioz, 2023). Any purported protection against symptomatic disease
identified in epidemiological data appears modest and wanes rapidly (Munro, 2024;
Chemaitelly, 2022). More recent randomized placebo-controlled trials of original and/or
updated vaccine formulations have not been conducted to evaluate the safety or efficacy of any
COVID-19 vaccines. This is especially relevant and necessary in the setting of current widespread
population immunity {as understood from seroprevalence studies) or against the new
subvariants in children or adults. What makes this even more concerning is that by the time a
new formulation is manufactured and released based on currently circulating variants, the virus
has evolved away from the variant the vaccine was designed against, likely reducing efficacy and
again altering the benefit/risk calculation

To estimate efficacy, randomized placebo-controlled trials of boosters and updated vaccination
formulas have thus far measured neutralizing antibody response to re-vaccination. However, the
clinical correlate of protection to this response among children and adults who have previously
had SARS-CoV-2 infection one or multiple times has not been established {Zhang, 2025). Further
the ever-changing nature of the SARS-COV-2 viral antigens makes it unlikely that the current
vaccination strategy will provide durable immunity against COVID-19. Observational data are
largely unreliable to assess vaccine efficacy due to multiple biases; one of the most significant
being the “Health Vaccinee Bias” that reflects better underlaying health among vaccinated
populations {(Hgeg, 2023, Flirst, 2024, Chemeitelly, 2024). For this reason, the past and current
true efficacy of the COVID-19 vaccines remains unclear.

Conclusions

In conclusion, currently available data and published studies do not provide sufficient clinical
and scientific evidence to broadly recommend COVID-19 vaccination for those under 18 years of
age. No clear benefit of vaccination in children under 18 has been established with current
formulations of COVID-19 vaccines against current circulating variants, especially given the
widespread immunity from prior infection(s) that currently exists in the population. Given the
low risk of infection to those under the age of 18, the known risks of vaccination outweigh any
small potential benefit. It is HHS's priority to ensure the health and safety of this vulnerable
population—whether risk comes from a disease or a treatment/vaccine. We have a duty to set
a gold standard for scientific review of products that are recommended to Americans and that
those products, including vaccines, must have clearly defined benefits that outweigh the risks.
Ultimately, decisions regarding risk and benefit must be tailored to the individual and made
through shared decision making between patients and their physicians.

HHS_AAP 000259
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Memorandum

Date: May 12, 2025
To: Secretary Robert F. Kennedy, Jr.
From: Tracy Beth Hgeg, MD, PhD (FDA)

Subject: COVID-19 vaccine safety in pregnant women

A lack of high-quality data on the safety of mRNA Vaccines during pregnancy

The initial randomized clinical trials of Pfizer, Modern and Novavax excluded pregnant women; for this

reason, safety could not be determined from these initial trials. In March of 2021, Pfizer siaisd that “

Available data on Pfizer-BioNTech COVID-19 Vaccine administered to pregnant women are insufficient
to inform vaccine-associated risks in pregnancy.” Pfizer anngunced in February of 2021 that they would
enroll 4,000 women in a randomized controlled trial to evaluate safety, tolerability and immunogenicity
only include only 173 women vaccinated late in pregnancy {between 24 and 34 weeks). Not only was
this study underpowered to detect safety issues during pregnancy, it could not provide any data at all
on the safety of vaccination early in pregnancy up until week 24. Importantly, the risk of toxicity
leading to miscarriage or developmental defect is the highest in the early phase of pregnancy,

during the first and early second trimester.

Notably, Novavax has thus far not sought authorization of their vaccine in pregnancy as they
lacked safety data. However, Pfizer and Moderna also lack high quality, randomized trial safety
data — specifically, there was one insufficiently powered (very small) randomized study of the
Pfizer COVID-19 vaccine and no randomized trial pregnant women has been done of the

Moderna COVID-19 vaccine.

Limitations of observational data to evaluate safety of vaccines in pregnancy

Because of the above issues, our knowledge about the safety of COVID vaccination during

pregnancy relies on lower quality data including findings from pharmacovigilance systems and
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Memorandum

on retrospective observational studies. There are numerous issues with relying on these

datasets and analyses.

First, pharmacovigilance data tends to be vastly underreported. (Shumabukuro, 2015) Pregnant
women or their obstetricians may not consider the vaccine as a cause of common or non-rate
pregnancy outcomes such as miscarriage or fetal abnormality. Also, even if reported to a
phamacovigilance database, small percentage increases (such as a couple of percentage points)
in conditions such as fetal loss may not be found to be statistically significant from baseline rate

but may still impact many women.

Second, observational studies are prone to multiple potential biases, of which healthy vaccinee
bias {(where people who get vaccinated tend to be healthier at baseline than those who do not
get vaccinated) is potentially the most important. This bias has been thoroughly documented
for the COVID-19 and the influenza vaccine in numerous countries across the world{Hgeg, 2023;
Flrst, 2024; Chemeitelly, 2024; Reidmann, 2025 Remschmidt, 2015}). Women who have better
underlying health are also less likely to have pregnancy complications. This may cause us to

miss real safety issues if the unvaccinated are more prone to pregnancy complications.

Furthermore, another important bias, selection bias, stems of the fact only a few observational
studies have looked at COVID vaccination during early stages of pregnancy, when the risk of
toxicity leading to miscarriage or developmental defect is the highest. Most observational
studies have not found a significant association between vaccination and adverse outcomes in

pregnancy.
Potential safety concerns

However, a large study from Ontario did find a higher rate of fetal loss among women
vaccinated prior to week 20. (Velez, 2023) This associations disappeared when excluding
induced abortions. However, it is unclear if these were truly elective or recommended due to
impending fetal loss. Furthermore, this study adjusted for time of year, which was likely to be

inappropriate given the rapid timing of the vaccination rollout in Ontario in this age group.
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Memorandum

Another study from Israel {Dick, 2022), where the population was almost exclusively vaccinated
with the Pfizer mRNA vaccine found that women vaccinated in the second trimester had a 1.9%
higher rate of preterm birth and this was highly significant. This signal persisted after adjusting

for multiple potential confounders.

Additionally, another small study of women who underwent in vitro fertilization found a 50%
higher clinical pregnancy loss rate among COVID-19 vaccinated women compared with
unvaccinated (Aharon, et al. 2022), however this was not found to be statistically significant

and again, observational studies are subject to multiple biases.

importantly, the COVID-19 mRNA vaccines have been shown in a study in the American Journal
of Obstetrics and Gynecology to cross the placenta (Lin, 2024). mRNA vaccination has also been
linked to muitiple types of blood clots (Faskova, 2024). Placental blood clots can decrease
oxygen to the fetus, cause birth defects, growth restriction, miscarriage and other pregnancy

complications.
Uncertainty about vaccine efficacy

In the setting of widespread immunity from prior infection and a lack of randomized placebo
control trials looking at clinical outcomes in this setting, the current benefit of mRNA COVID-19
vaccination against severe disease is uncertain. This is because vaccine efficacy in our current
circumstances has been deduced from observational data and immunobridging data and the
applicability of the initial randomized controlled trials to today’s epidemiological circumstances

and in a non-immune naive population is not well defined.
Conclusion

Due to a lack of high-quality data demonstrating safety of the mRNA vaccines during pregnancy
and some basis for concern, it would be wise to err on the side of caution and recommend
against during vaccination in pregnancy until there is certainty the benefits of vaccination are

likely to outweigh potential risks to the mother and developing baby.
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Memorandum
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Final Agenda

MEETING OF THE ADVISORY COMMITTEE ON IMMUNIZATION PRACTICES (ACIP)
Centers for Disease Control and Prevention

Atlanta, Georgia 30329

Wednesday, June 25, 2025
10:00 Opening Remarks
10:15 Welcome and Roll Call
10:35 Update on Work Groups
11:00 COVID-19 Vaccines
Introduction
COVID-19 epidemiology
COVID-19 vaccine effectiveness update
COVID-19 safety update
COVID-19 vaccine coverage and implementation
Evidence to recommendations (partial)
1:00 Lunch
1:30 Agency Updates

2:00 RSV Vaccines- Maternal/Pediatric
Introduction
Updates on uptake of maternal vaccine and nirsevimab
Effectiveness and impact of RSV prevention products in infants
during the 2024-2025 season
Updates on safety of maternal vaccine and nirsevimab

Updates and summary of the Evidence to Recommendation
Framework for clesrovimab
Updates on clinical considerations for clesrovimab
Proposed Recommendations
Updates to RSV vaccines VFC resolution
4:00 Break
4:15 Public Comment
5:00 Votes
RSV Vaccines- Pediatric
RSV Vaccines- VFC
5:30 Adjourn

Dr. Martin Kulldorff (ACIP Chair)
Dr. Mina Zadeh (ACIP Executive Secretary, CDC)
Dr. Martin Kulldorftf (ACIP Chair)

Dr. Adam MacNeil (CDC/NCIRD)
Dr. Adam MacNeil (CDC/NCIRD)
Dr. Adam MacNeil (CDC/NCIRD)
Dr. Sarah Meyer (CDC/NCEZID)

Dr. Georgina Peacock (CDC/NCIRD)
Dr. Adam MacNeil (CDC/NCIRD)

CDC, CMS, FDA, HRSA, IHS, NIH

Dr. Adam MacNeil (CDC/NCIRD)
Dr. Georgina Peacock (CDC/NCIRD)
Dr. Adam MacNeil (CDC/NCIRD)

Dr. Malini DeSilva (HealthPartners),
Dr. Matthew Daley (Kaiser Permanente Colorado)
Dr. Adam MacNeil (CDC/NCIRD)

Dr. Adam MacNeil (CDC/NCIRD)

Dr. Adam MacNeil (CDC/NCIRD)
Dr. Georgina Peacock (CDC/NCIRD)

Dr. Adam MacNeil (CDC/NCIRD)
Dr. Georgina Peacock (CDC/NCIRD)
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Thursday, June 26, 2025

8:00
8:15

10:15
10:30

10:45
10:50

11:20
11:30
12:15
12:30

1:00

Acronyms
cDC

CMS
COVID-19
EtR

FDA
HRSA

IHS
MMRV
NCIRD
NCEZID
NIH

RSV

VEC

Welcome and Roll Call
Influenza Vaccines
Introduction

Flublok in older children and adolescents: immunogenicity and safety
Estimates of influenza burden and burden averted through vaccination

Proposed recommendations for 2025-26
Presentation regarding thimerosal in vaccines

Proposed recommendations regarding thimerosal containing influenza

vaceine

Break
Chikungunya Vaccines
Introduction

EtR (partial) for use of live attenuated and virus-like particle

chikungunya
vaccines in U.S territories

Safety update on live attenuated chikungunya vaccine and use among

older persons
Anthrax Vaccine
MMRYV Vaccine

Presentation on MMRYV vaccine in children under under 4 years of

age

Proposed recommendations regarding MMRYV in children under 4

years of age

Break
Public Comment
Break
Votes
Influenza Vaccines
Thimerosal containing influenza vaccine recommendations
Adjourn
Centers for Disease Control and Prevention

Centers for Medicare & Medicaid Services
Coronavirus disease 2019

Evidence to Recommendations Framework

Food and Drug Administration

Health Resources and Services Administration
Indian Health Service

Measles, Mumps, Rubella, Varicella Vaccine
National Center for Immunization & Respiratory Diseases
National Center for Emerging and Zoonotic Diseases
National Institutes of Health

Respiratory Syncytial Virus

Vaccines for Children

Dr. Mina Zadeh (ACIP Executive Secretary, CDC)

Dr. Vivien Dugan (CDC/NCIRD)
Dr. Pedro Folegatti (Sanofi Pasteur)
Dr. Vivien Dugan (CDC/NCIRD)
Dr. Vivien Dugan (CDC/NCIRD)
Lyn Redwood, RN, MSN

Dr. Martin Kulldorff (ACIP Chair)

Dr. Lyle Petersen (CDC/NCEZID)
Dr. Lyle Petersen (CDC/NCEZID)
Dr. Lyle Petersen (CDC/NCEZID)
Dr. Brendan Jackson (CDC/NCEZID)
Dr. Martin Kulldorff (ACIP Chair)

Dr. Martin Kulldorff (ACIP Chair)

Dr. Vivien Dugan
Dr. Martin Kulldorft (ACIP Chair)
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The Wayback Machine - https: fweb.archive.orghweb/20250925093828/hitps/iwww.cde.goviacip/meetings/upcoming. himi

,

Advisory Committee on Immunization Practices (ACIP)

Next ACIP Meeting: Anticipated Votes

For Bveryone
SEPT. 19, 2025

YWHAT T RNDW
= ACIP's next meeting will be held on September 18-19, 2025.

= Get meeting information and read draft vote language below.

Summary of anticipated votes
Several votes are planned during the September 18-18, 2025 ACIP mesting.

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

Measles, Mumps, Rubella, and Varicella (MMRV) Vaccines
WOTE: The pediatric vaccing schedule should be updated to reflect the following change:
s For measles, mumps, rubella and varicella vaccines given before age 4 years, the combined MMRV vaccine is not recommended,
= Childran in this age group should receive separate measles, mumps, and rubella vaccing and varicells vaccineg MMR+VYL
Hepuatitis B Vaccines
VOTE: All pregnant women should be tested for hepatitis B infection,
VOTE: The pediatric vaccine schedule should be updated to reflect the following change:
s if 2 mother tests HBsAG-negative:

= The first dose of the Hepatitis B vaccing is not given until the child is at least one month old.

= {nfants may receive 3 dose of hepatitis B vaccine before one month according to individual based decision-making *
*Also referred to as shared clinical decision-making.

COVID-18 Vaccines

VOTE: It is the sense of the commities that the CDC engages in an effort to promote more consistent and comprehensive informed consent
processes, and as part of that considers adding language accessible to patients and medical providers {o describe at least the six risks and
unceriainties included in the WG chair presentation.

YOTE: itis the sense of the committes that state and local jurisdictions should require a prescription for the administration of a COVID-13
vaceination.

VOTE: it is the sense of the committee that in conversations with patients before COVID-19 vaccination, authorized healthcare providers discuss
the risks and banefits of the vaccination for the individual patient. The discussion should consider known risk factors for severe outcomes from
COVID-19, such as age, prior infactions, immunosuppression, and certain comorbidities idertified by the CDC, and include a discussion of the
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potential benefits and risks of vaccination and related uncertainties, especially those outlined in the vaccine information statement, as part of
informed consent.

YOTE: The pediatric and adult immunization schedules for administration of FDA-approved COVID- 12 vaccines should be updated as follows:
» Adults 85 and older: Vaccination based on individual-based dedision-making®

s [ndividuals 8 months to 64 years: Vaccination based on individual-based decision-making—with an emphasis that the risk~-benefit of
vaccination is most favorable for individuals who are at an increased risk for severe COVID-19 disease and lowest for individuals who are not
at an increased risk, according to the CDC list of COVID-19 risk factors.

*Also krnown as shared clinical decision making.

SOURCES

CONTENT SOURCE:
Wationst Center far Immunization snd Respiratory Tiseases (NCHH
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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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From: James J. Oh

Sent: Friday, July 10, 2026 1:46 PM

To: Harlow, James W. (CIV); Belfer, Isaac C.

Cc: Richard H. Hughes IV; Kathleen Barrett; Daniella R. Lee; Elizabeth McEvoy; Robert Wanerman;
Jennifer Cross

Subject: RE: Meet and Confer on Supplemental Administrative Records

Thankyou and likewise.

James J. Oh
Epstein Becker Green
227 W. Monroe
Suite 4500

Chicago, IL 60606
(312) 499-1470
joh@ebglaw.com

James J. Oh | Bio
t312.499.1470 | f 312.827.9525
JOh@ebglaw.com

227 W. Monroe Street, Suite 4500 | Chicago, IL 60606
t 312.499.1400 | www.ebglaw.com

From: Harlow, James W. (CIV) <James.W.Harlow@usdoj.gov>

Sent: Friday, July 10, 2026 1:38 PM

To: James J. Oh <JOh@ebglaw.com>; Belfer, Isaac C. <lsaac.C.Belfer@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>; Jennifer
Cross <JCross@ebglaw.com>

Subject: RE: Meet and Confer on Supplemental Administrative Records

*** EXTERNAL EMAIL ***

Yes, you may add my signature and file.

I hope you and your colleagues have a nice weekend.
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James

From: James J. Oh <JOh@ebglaw.com>

Sent: Friday, July 10, 2026 2:28 PM

To: Harlow, James W. (CIV) <James.W.Harlow@usdoj.gov>; Belfer, Isaac C. <lsaac.C.Belfer@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>; Jennifer
Cross <JCross@ebglaw.com>

Subject: [EXTERNAL] RE: Meet and Confer on Supplemental Administrative Records

James,

I have no edits. Attached is Exhibit A that | intend to attach to the JSR. Please advise if we have your approval
to affix your e-signature and get on file.

Thanks.

Jimmy

James J. Oh
Epstein Becker Green
227 W. Monroe
Suite 4500

Chicago, IL 60606
(312) 499-1470
joh@ebglaw.com

James J. Oh | Bio
t312.499.1470 | f 312.827.9525
JOh@ebglaw.com

227 W. Monroe Street, Suite 4500 | Chicago, IL 60606
t 312.499.1400 | www.ebglaw.com

From: Harlow, James W. (CIV) <James.W.Harlow@usdoj.gov>

Sent: Friday, July 10, 2026 11:08 AM

To: James J. Oh <JOh@ebglaw.com>; Belfer, Isaac C. <lsaac.C.Belfer@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>; Jennifer
Cross <JCross@ebglaw.com>

Subject: RE: Meet and Confer on Supplemental Administrative Records
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*** EXTERNAL EMAIL ***

As promised, attached is a draft of the JSR that includes our respective positions. Please let me know if you have any
further edits in response to our position.

Also, I realize that, given your attaching an exhibit, it may make more sense for you to file.

From: Harlow, James W. (CIV) <James.W.Harlow@usdoj.gov>

Sent: Friday, July 10, 2026 10:40 AM

To: James J. Oh <JOh@ebglaw.com>; Belfer, Isaac C. <lsaac.C.Belfer@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>; Jennifer
Cross <JCross@ebglaw.com>

Subject: RE: Meet and Confer on Supplemental Administrative Records

Thanks, Jimmy. I'll put that into a draft filing, add our position, and send back to you for review.

From: James J. Oh <JOh@ebglaw.com>

Sent: Friday, July 10, 2026 10:29 AM

To: Harlow, James W. (CIV) <James.W.Harlow@usdoj.gov>; Belfer, Isaac C. <lsaac.C.Belfer@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>; Jennifer
Cross <JCross@ebglaw.com>

Subject: [EXTERNAL] RE: Meet and Confer on Supplemental Administrative Records

James,
Here is what Plaintiffs’ Report will say:

Plaintiffs’ Report

The government has made rolling productions of the Administrative Records (“ARs”) in this case, with
the first AR produced on March 12, 2026, regarding the May 2025 Secretarial Directive regarding the Covid-19
vaccine (AR #1). The government made supplemental productions on AR #1, #3 (ACIP reconstitution), and #4
(childhood schedule) on June 8. Since June 8, the parties have met and conferred on multiple occasions by
video and email. Those efforts have been exhausted, and disputes remain on whether all ARs are complete as
set forth in Plaintiffs’ counsel’s email to defense counsel on July 8. (See Exhibit A, attached
hereto). Accordingly, Plaintiffs intend to file a Motion to Complete Administrative Records by Friday, July 17.

James J. Oh
Epstein Becker Green
227 W. Monroe
Suite 4500

Chicago, IL 60606
(312) 499-1470
joh@ebglaw.com
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James J. Oh | Bio

t 312.499.1470 | f 312.827.9525
JOh@ebglaw.com

227 W. Monroe Street, Suite 4500 | Chicago, IL 60606
t 312.499.1400 | www.ebglaw.com

From: Harlow, James W. (CIV) <James.W.Harlow@usdoj.gov>

Sent: Friday, July 10, 2026 9:11 AM

To: James J. Oh <JOh@ebglaw.com>; Belfer, Isaac C. <lsaac.C.Belfer@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>
Subject: RE: Meet and Confer on Supplemental Administrative Records

*** EXTERNAL EMAIL ***

Purely for my planning purposes today, when might you circulate a draft of the JSR notifying the court of your
forthcoming motion to complete the record?

James

From: Harlow, James W. (CIV) <James.W.Harlow@usdoj.gov>

Sent: Thursday, July 9, 2026 3:50 PM

To: James J. Oh <JOh@ebglaw.com>; Belfer, Isaac C. <lsaac.C.Belfer@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>
Subject: RE: Meet and Confer on Supplemental Administrative Records

Defendants’ position remains that ARs 1-6 all are complete.

For purposes of the JSR due tomorrow, Defendants will reiterate our view that record disputes should be tabled until
after the renewed stay motion. But recognizing that the Court may disagree, I'm happy to discuss a proposed briefing
schedule for your motion to complete the record. Do you have a desired date for filing the motion?

James

From: James J. Oh <JOh@ebglaw.com>

Sent: Wednesday, July 8, 2026 11:54 PM

To: Harlow, James W. (CIV) <James.W.Harlow@usdoj.gov>; Belfer, Isaac C. <lsaac.C.Belfer@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>
Subject: [EXTERNAL] RE: Meet and Confer on Supplemental Administrative Records

James,
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Thank you for your responses today to my July 7 email, which followed-up on our July 6 meet
and confer. With regard to your #4, below, we do not agree that a motion to complete the
record should be tabled until after the Court resolves the stay motion. With regard to your
request for plaintiffs to specifically identify documents that plaintiffs believe are properly part
of the Administrative Records in this case but were excluded, please allow me to remind you
that | have sent correspondence to you and Isaac detailing with specificity categories of
documents that Plaintiffs believe are missing from ARs ## 1, 3, and 4. For your convenience, |
identify the correspondence | have previously sent on ARs 1, 3, and 4, as well as address the
other ARs:

AR #1 (May 27, 2025 Secretarial Directive): the government produced AR #1 on March 12. |
sent a letter to you and Isaac on March 31, 2026, letter listing 32 categories of documents that
Plaintiffs contend are missing from AR #1. | re-sent my March 31 letter as an attachmentto a
May 18, 2026, email. On June 8, Defendants supplemented ARs ## 3-5, but, since my March 31
letter, Defendants have not supplemented AR #1. In your email below, you confirmed that AR
#1, “as certified, is complete.” Plaintiffs have satisfied their meet and confer obligation on AR
#1.

AR #2 (September 2025 ACIP vote on the Covid vaccine): Defendants produced this AR on
April 13. Since then, Defendants have made no supplemental production and have
represented that AR #2, as certified, is complete. Plaintiffs believe that this AR is not complete.
Defendants produced in this AR the agenda for the June 25, 2025, ACIP meeting (3349-50). At
that meeting, six presentations were made on COVID-19, none of which focused on an
informed consent process for the Covid vaccine. Yet, in document 2361-62, titled “Next ACIP
Meeting: Anticipated Votes,” the document states that a vote at the September 18-19 ACIP
meeting was anticipated on COVID-19 Vaccines as follows: “It is the sense of the committee
that the CDC engages in an effort to promote more consistent and comprehensive informed
consent processes, and as part of that considers adding language accessible to patients and
medical providers to describe at least the six risks and uncertainties included in the WG chair
presentation.” There are no documents in this AR that predate September 18 that explain why
the ACIP voted on September 19, 2025, to make the Covid vaccine SCDM for everyone 6
months and older. In spite of Defendants’ certification that this AR is complete, please advise
by close of business on Monday, July 13, whether Defendants will search for and produce
documents that predate September 19, 2025, that explain how and why the ACIP voted on
September 19 to make the Covid vaccine SCDM for all, who was involved in that decision, and
what evidence, data, and documents were relied upon, or, alternatively, advise whether
Defendants stand on their position that this AR is complete.

AR #3 (ACIP Reconstitution): an AR on the ACIP Reconstitution was produced on April 17,
2026. In an email on April 18, 2026, | listed six categories of documents missing from this AR.

5
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In response to my meet and confer efforts on this AR, Isaac sent an email on April 22, 2025, in
which he stated that Defendants intended to file a motion to stay proceedings. On May 1, the
Court denied the motion to stay, and on June 8, Defendants made a supplemental production
of documents (which | agree contains emails that indicate how individuals other than James
Pagano were first identified as a candidate for the ACIP). You have confirmed that this AR “is
complete, including as to emails involving Aaron Siri (or his law firm) and conflicts

vetting.” Plaintiffs have satisfied their meet and confer obligation on AR #3.

AR #4 (Childhood Schedule): this AR (less Confidential documents) was produced on May 1.
Attached to an email that | sent to you and Isaac on May 21 was a document titled
CATEGORIES OF DOCUMENTS MISSING FROM AR #4 (CHILDHOOD IMMUNIZATION
SCHEDULE) that listed 10 categories of documents that Plaintiffs contended were missing
from this AR. Defendants made a supplemental production to this AR on June 8, 2026. You
have stated that Defendants’ “position remains that, as certified, the records are complete.”
Plaintiffs have satisfied their meet and confer obligation on AR #4.

AR #5 (December 2025 ACIP vote on Hep B): Defendants made an initial production of this
AR on May 5, 2026, and a supplemental production on June 8, 2026. At the June, 2025 ACIP
meeting, the Hepatitis B vaccine was not on the agenda. The Hep B vaccine was, however, on
the agenda at the ACIP meeting on both September 18 and 19. There are no documents in this
AR that predate the September 18-19 ACIP meeting that explain how and why the Hep B
vaccine wound up on the agenda for the September 18-19 ACIP meeting, nor any documents
dated between the September 18-19 ACIP meeting and the December ACIP meeting that
explain why the ACIP voted at the December 4-5 meeting to eliminate the recommendation
that newborns receive the Hep B vaccine. Although Defendants just served on July 2 a revised
Certification of Supplemental Administrative Record representing that this AR is “complete,”
please advise by COB on Monday, July 13, whether Defendants will search for and produce the
documents specified in this paragraph or whether they stand on their position that this AR is
complete.

AR #6 (ACIP June 2025 Thimerosal vote): Defendants produced this AR on May 13, 2026, and
have not made a supplemental production. The topic of thimerosal in vaccines was not on the
agenda for the April 15-16, 2025, ACIP meeting, but then appears on the agenda for the June
25-26 meeting of the newly-constituted ACIP. There are no documents in this AR that explain
how and why thimerosal was on the agenda for the June 25-26 meeting, why there was a vote,
or why Lyn Redwood was designated to make a presentation on thimerosal on June 26, 2025,
at the ACIP meeting. Please advise by COB on Monday, July 13, whether Defendants will
search for and produce the documents specified in this paragraph or whether they stand on
their representation that this AR is complete.

If you would like to discuss, please advise.
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Thank you.

Jimmy

James J. Oh
Epstein Becker Green
227 W. Monroe
Suite 4500

Chicago, IL 60606
(312) 499-1470
joh@ebglaw.com

James J. Oh | Bio

t 312.499.1470 | f 312.827.9525
JOh@ebglaw.com

Document 330-1

227 W. Monroe Street, Suite 4500 | Chicago, IL 60606

t 312.499.1400 | www.ebglaw.com

From: Harlow, James W. (CIV) <James.W.Harlow@usdoj.gov>

Sent: Wednesday, July 8, 2026 10:49 AM

Filed 07/17/26

To: James J. Oh <JOh@ebglaw.com>; Belfer, Isaac C. <lsaac.C.Belfer@usdoj.gov>
Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee

<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>

Subject: RE: Meet and Confer on Supplemental Administrative Records

Page 48 of 99

*** EXTERNAL EMAIL ***

Jimmy,

In the interest of efficiency, we thought it would be helpful to provide written responses to your points before our

next call. Our responses track your numbering.

1. Although we appreciate plaintiffs’ offer to propose redactions now for all the documents designated as
Confidential, as a practical matter, this does not lessen the burden on the government. Only the government
has designated information Confidential in this matter. And only the government bears ultimate statutory
and regulatory responsibility for safeguarding this information. For any document where plaintiffs propose
redactions, the government must undertake a complete, de novo review to ensure the accuracy and

7
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completeness of redactions.

We continue to believe that adhering to the protocol set forth in the protective order is the best course. As we
explained on Monday’s call, the briefing process itself reveals which Confidential record documents are
actually relevant to the disposition of this matter. By contrast, a front-end redaction of all Confidential
documents necessarily wastes time and effort on the likely significant quantity of documents that neither side
will rely on.

As to publicly referencing the names of candidates suggested for ACIP, those candidates who were actually
appointed to ACIP by the Secretary may, of course, be named in a public filing. But at this point, we cannot
agree to the public naming of individuals who were merely suggested for ACIP (either formally or informally)
but never appointed. Indeed, some of these individuals may not even know that a third party had suggested
them for ACIP. We, however, are continuing to consult with the relevant Privacy Act experts and will let you
know if our position changes.

2. We disagree with your contention that AR #3 about ACIP “contains no other emails that indicate how any
others who were selected for the ACIP in 2025” were identified and selected. See, for example, HHS_AAP
015999-016006, 016036-016096, 016182-016189, 015369, and 015477.

We otherwise confirm that AR #3 is complete, including as to emails involving Aaron Siri (or his law firm)
and conflicts vetting.

3. For AR #1 (May 2025 directive) and AR #4 (January 2026 action), our position remains that, as certified, the
records are complete.

4. Consistent with the government’s renewed stay motion, we maintain that any motion practice regarding the
record should wait until the Court resolves the stay motion. However, if plaintiffs intend to proceed with a
motion to complete the administrative record, as part of the meet-and-confer process, we ask that plaintiffs
specifically identify to us the documents that plaintiffs believe are “properly part of the record but [were]
excluded” and the “non-speculative grounds for [plaintiffs’] belief that the documents were considered by the
agency and not included in the record.” Oceana, Inc. v. Ross, 290 F. Supp. 3d 73, 78—79 (D.D.C. 2018). The
government can then respond for the specific documents you identify, thereby clarifying the precise nature of
the dispute.

Finally, I wanted to follow up about HHS_AAP 015777, which we also discussed on Monday. The earliest emails in
the chain are also from Becca Claassen to Reyn Archer. That is reflected in the vertical lines on the left side of the
message, which is a Gmail formatting feature (ex. https://support.google.com/mail/thread/180223993/how-to-
avoid-auto-indent-vertical-lines-on-mail-replys?hl=en).

I look forward to speaking at 3. Or if you’d like more time to digest these responses, I'm happy to chat tomorrow
instead.

James

From: James J. Oh <JOh@ebglaw.com>

Sent: Tuesday, July 7, 2026 5:56 PM

To: Belfer, Isaac C. <Isaac.C.Belfer@usdoj.gov>; Harlow, James W. (CIV) <James.W.Harlow@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>
Subject: [EXTERNAL] RE: Meet and Confer on Supplemental Administrative Records

Isaac, James, and Katrina,
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| appreciate that you spent an hour and a half on a call with me, Kathleen, and Richard yesterday to meet and
confer about the Administrative Records (“ARs”) that the government has produced in this case. | will send an
invite to James tomorrow for 10 am CT/11 am ET, since Isaac and Katrina are both out of the office tomorrow,
to discuss the items that Isaac promised to follow-up on in our call. If, James, you have nothing to report other
than “we’re still working on it,” please let me know, and we can cancel the call. | would, however, ask for an
ETA on when answers will be provided to the following on which Isaac agreed to follow-up:

1.

Confidential designations and names of individuals who appear in the ARs who were suggested for the
ACIP. In our call, | proposed that Plaintiffs would do redactions of any Pll or PHI on any of the
documents designated Confidential and then run the redactions by you so that we could spare the
parties the work of having to file documents under seal that contain minimal Pll or PHI. This would also
spare the Court the hassle of having to deal with documents filed under seal and potentially have to
make rulings on those documents. You rejected my proposal because it would be too much work for
the government at this point in time. Instead, you insisted on following the protocol set forth in the
Protective Order that documents that Defendants have designated as Confidential must first be filed
with the Court under seal, and thereafter, the parties will “confer about whether itis reasonably
feasible and not unduly burdensome to redact the Confidential Information contained in the
documents filed under seal.” My proposal for Plaintiffs to do the redactions now of the small number of
Confidential documents in the ARs relieves most of the burden on the government and on the Court,
and, therefore, | do not understand why you won’t agree to my proposal. Alternatively, | proposed being
able to use just the names that appear on the CVs in the ARs of suggested candidates for the ACIP with
everything else on the CVs redacted.

Documents showing how ACIP members appointed in 2025 entered the pipeline of candidates for the
ACIP. Inour call, | shared my screen and showed an email produced in the AR from Vicky Pebsworth to
Lyn Redwood dated January 2, 2025, with the subject “ACIP Nominee - Dr. James Pagano, MD.” Dr.
Pagano was announced as one of eight new members of the ACIP on June 11, 2025. The January 2,
2025, email shows when he entered the ACIP candidate pipeline. The rest of the AR on the ACIP
Reconstitution, however, contains no other emails that indicate how any others who were selected for
the ACIP in 2025 (Kulldorff, Hibbeln, Levi, Malone, Meissner, Pagano, Pebsworth, Ross, Stein, Griffin,
Blackburn, Milhoan, Pollak, Urato, Biss) entered the pipeline for consideration, who recommended
them, when they were first identified, the vetting done, conflict reviews, and communications
concerning these appointments (including whether additional emails involving Aaron Siri and his law
firm about the ACIP reconstitution exist). You indicated that you would check on this and get back to
me. With regard to conflicts, you reiterated your position that OGE Form 450s are not part of the AR
because they traditionally are completed after an individual is appointed but before they begin work on
the ACIP. But what about documents regarding conflicts vetting that was done before their
appointments were announced, if any?

Completeness of all of the Records. In our call, | questioned the completeness of all of the records. By
way of example, | brought up AR #1 re the May 27, 2025, Secretarial Directive on the Covid vaccine and
why nothing was produced in the record about the video that was posted on X on May 27, 2025,
announcing the changes to the CDC’s immunization schedules for children and pregnant women. | also
guestioned why nothing was produced between December 5, 2025 — when Tracy Beth Hoeg did a
presentation on Denmark’s childhood schedule and Aaron Siri did a presentation on the U.S. childhood
schedule at the ACIP meeting, and the Presidential Memo on aligning the US childhood schedule with
peer countries was released - through the January 6, 2026, Decision Memo, such as documents on the
aborted announcement that was scheduled for December 18 on children’s health. Your response to my
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guestions about whether these ARs were complete was to point to the certifications that represented
that these ARs were all complete. You also again refused my request to file the certifications on the
record or have them signed under penalty of perjury.

4. Briefing schedule on motion to supplement/complete the record. | indicated that | intended to file a
motion to complete the record by this Friday. You objected to that, stating that a Joint Status Report
was due this Friday in which we were to apprise the Court of issues that remained on the AR and to
propose a briefing schedule on a discovery motion in the JSR. In light of your objection, | intend to state
in the JSR that Plaintiffs intend to file a Motion to Complete/Supplement the Administrative Records by
no later than July 24 and reserve the right to file that motion before that date. That should give you
ample time to produce any additional documents in response to # 2, above.

Best,

Jimmy

James J. Oh
Epstein Becker Green
227 W. Monroe
Suite 4500

Chicago, IL 60606
(312) 499-1470
joh@ebglaw.com

James J. Oh | Bio

t 312.499.1470 | f 312.827.9525
JOh@ebglaw.com

227 W. Monroe Street, Suite 4500 | Chicago, IL 60606
t 312.499.1400 | www.ebglaw.com

From: Belfer, Isaac C. <Isaac.C.Belfer@usdoj.gov>

Sent: Thursday, July 2, 2026 5:32 PM

To: James J. Oh <JOh@ebglaw.com>; Harlow, James W. (CIV) <James.W.Harlow@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>
Subject: RE: Meet and Confer on Supplemental Administrative Records

*** EXTERNAL EMAIL ***
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Jimmy,

Thanks for your email. Attached are revised certified indices for AR nos. 3-5, which certify that the ARs are “true, correct, and
complete.” There is no requirement that AR certifications be sworn under penalty of perjury or filed on the docket.

As stated in my prior email, we have agreed to remove the confidentiality designation from HHS_AAP014712-15. A version of
that document without the confidentiality designation is attached. We also agree to remove the confidentiality designations
from HHS_AAP015771-72 and HHS_AAP014636—40 and will produce versions of those documents without the confidentiality
designations next week.

We appreciate your proposing redactions to certain documents. However, any discussion of redactions is premature at this
point. Paragraph 4 of the Stipulated Protective Order provides that the parties will discuss redactions after any documents
containing Confidential Information are submitted to the Court under seal. After such a filing, the parties will “confer about
whether it is reasonably feasible and not unduly burdensome to redact the Confidential Information contained in the
documents filed under seal,” and “[t]o the extent such redactions are reasonably feasible and not unduly burdensome, the
filing parties shall file on the public docket versions of the documents that redact any Confidential Information.” ECF No. 320 at
4. Preparing redactions for only those documents filed under seal is “more efficient and expeditious” than redacting all
confidential documents in the ARs on the front end, given that many of those documents may never be filed on the docket.
ECF No. 318 at 2.

We disagree with your suggestion that redacting the confidential documents is a quick and simple process. Although we
appreciate that you spent an evening preparing proposed redactions of those documents, the redactions you proposed contain
errors. For example, your proposed redacted version of HHS_AAP015073-77 does not redact individuals’ place of birth, which
is PIl. Additionally, preparing redactions of resumes/CVs/bios would require more than simply redacting email addresses and
phone numbers (e.g., your proposed redactions to HHS_AAP015276-84). Some resumes/CVs contain additional confidential
information, including date of birth, date of marriage, place of birth, children’s names and birthdays, and professional license
numbers. E.g., Raymond Pollak’s CV, HHS_AAP015037-72; Catherine M. Stein’s CV, HHS_AAP014954-5012. Even for
individuals’ professional and educational history, it could be very time-consuming to confirm that all such information in a
resume/CV/bio is publicly available. For example, even if a person has a publicly available resume/CV/bio, it might not include
all the information in the version of the resume/CV/bio in the ARs.

Given our legal obligations to protect confidential information, see, e.g., 5 U.S.C. § 552a; 18 U.S.C. § 1905; 21 U.S.C. § 331(j),
we need to be very careful to ensure that all confidential information is redacted in any document to be disclosed publicly.
That process takes time and may not be reasonably feasible for certain documents with extensive confidential information
(e.g., CVs with voluminous information protected by the Privacy Act, where it is not clear that the version of the CV in the AR
has been publicly disclosed). Defendants will comply with the Stipulated Protective Order: after any documents containing
Confidential Information are filed under seal, Defendants will confer with Plaintiffs about whether it is reasonably feasible and
not unduly burdensome to redact the Confidential Information in such documents. ECF No. 320 at 4. Before that time, it is
premature to discuss redactions. Moreover, there is no prejudice to Plaintiffs because Plaintiffs’ outside counsel and the other
individuals identified in paragraph 5 of the Stipulated Protective Order already have access to the documents designated as
confidential.

Finally, as stated in my prior email, we redacted information protected by the deliberative process privilege in
HHS_AAP015578-80 and HHS_AAP015588. The redacted information consists of predecisional and deliberative
communications between HHS employees regarding potential ACIP nominees. See Town of Norfolk v. U.S. Army Corps of
Eng'rs, 968 F.2d 1438, 1458 (1st Cir. 1992). Because the basis for the deliberative process privilege is apparent from the
unredacted portions of the documents (e.g., the sender, recipients, dates, and subjects of the redacted emails and the text of
other emails in the chains), there is no need for in camera review.

If you have any questions or concerns, we remain available on Monday, July 6, at 11:00 a.m. ET/10:00 a.m. CT.

Thanks,
11
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Isaac

Isaac C. Belfer

U.S. Department of Justice

Civil Division | Federal Programs Branch
(202) 305-7134 | Isaac.C.Belfer@usdoj.gov

From: James J. Oh <JOh@ebglaw.com>

Sent: Monday, June 29, 2026 12:42 AM

To: Belfer, Isaac C. <Isaac.C.Belfer@usdoj.gov>; Harlow, James W. (CIV) <James.W.Harlow@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>
Subject: [EXTERNAL] RE: Meet and Confer on Supplemental Administrative Records

Isaac,

| have replied in green below to the responses you made in red in your email of Friday, June 26,
2026.

As you know, Defendants would not agree to produce documents they designated as
Confidential without a protective order in place. Further, you would not agree to make
redactions of Pll because that approach allegedly “would require significant additional time
and resources.” In supplemental productions of documents designated Confidential in ARs ##
3-5, inthe AR # 3 supplemental production, the government produced only 228 documents
designated Confidential consisting of 1,490 pages; in the AR #4 supplemental production, the
government produced only 17 documents designated Confidential consisting of 95 pages; and
in the AR #5 supplemental production, the government produced only one (1), one-page
document. The total number of documents produced that were designated Confidentialin
these three ARs was 246 consisting of 1,586 pages. This is a trifle in litigation these days and
hardly required “significant additional time and resources” to make redactions. Indeed, | got
through all of them and made redactions myself in the attached in an evening. | believe that
you overstated and misled me when we were negotiating the Protective Order about the
volume of documents that were Confidential and/or required redaction. Moreover, the
Confidential designations on many of the documents stamped Confidential are spurious at
best. Accordingly, | sincerely hope that you and your clients respond in good faith to my
comments below.

In your June 23, 2026, email to me responding to my question about whether ARs ## 3-5 were
complete after supplemental productions, you stated: “In response to your question, AR ## 3,
4, and 5 are complete.” InyourJune 24, 2026, email at 4:07 PM (CT), you stated “Defendants
agree to produce revised certifications stating that AR ## 3-5 are ‘complete.’” Please produce
revised certifications by close of business on Thursday, July 2. Please also ensure both that
the revised certifications are signed under penalty of perjury and that you file those revised

12
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certifications on the docket. In other APA cases in this district, it has been the government’s
practice in APA cases to sign Certifications of Administrative Record under penalty of perjury
and to file the Certifications on the record. See, e.g., AAU, etal., v. DOD, et al., Case No. 1:25-
cv-11740-BEM, Dkt. No. 72-1 (attached hereto); Commonwealth of Massachusetts, et al. v.
Robert F. Kennedy, Jr., et al., Case No. 1:25-DF-10814-WGY, Dkt. No. 118-1 (attached hereto);
APHA, et al., v. NIH, et al., Case No. 1:25-cv-10787-WGY, Dkt No. 85, Designation and
Certification of Administrative Record (attached hereto).

| will send an invite for a videoconference at 11 am ET on Monday, July 6. Whether we need to
go ahead with that call depends on how you respond by close of business on July 2.

Thank you.

Jimmy

James J. Oh
Epstein Becker Green
227 W. Monroe
Suite 4500

Chicago, IL 60606
(312) 499-1470
joh@ebglaw.com

James J. Oh | Bio
t312.499.1470 | f 312.827.9525
JOh@ebglaw.com

227 W. Monroe Street, Suite 4500 | Chicago, IL 60606
t 312.499.1400 | www.ebglaw.com

From: Belfer, Isaac C. <Isaac.C.Belfer@usdoj.gov>

Sent: Friday, June 26, 2026 4:03 PM

To: James J. Oh <JOh@ebglaw.com>; Harlow, James W. (CIV) <James.W.Harlow@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>
Subject: RE: Meet and Confer on Supplemental Administrative Records

13
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From: James J. Oh

Sent: Friday, June 19, 2026 12:16 AM

To: Belfer, Isaac C. <isaac.c.belfer@usdoj.gov>; Harlow, James W. <james.w.harlow@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <rwanerman@ebglaw.com>
Subject: Meet and Confer on Supplemental Administrative Records

Isaac,

We would like to meet and confer with you on Monday (6/22) or Tuesday (6/23) about the
Confidential designations made in the supplemental productions for Administrative Records
##3, 4, and 5, since we have a status report due on June 24. We believe that most, if not all, of
the documents that the government designated as Confidential are not Confidential under the
Protective Order, especially if personal identifying information (Pll) such as email addresses,
addresses, and phone numbers are redacted.

We also have concerns about the Certifications of Supplemental Administrative Record
produced with each of these ARs, which | address first:

Certifications of Supplemental Administrative Record

Defendants served by email on June 8, 2026, a “Certification of Supplemental Administrative
Record” (“Supplemental Certification”) for each of the supplemental AR productions for ARs
## 3-5. The second sentence of each of these Certifications were the same except for the
identification of the final agency action to which the Certification applied: “l hereby certify that

the documents listed on the attached Revised Administrative Record Index, which include the
7
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partial administrative record certified on April 17, 2026, are to the best of my knowledge a true
and correct copy of the non-privileged information that was directly or indirectly considered in
connection with [final agency action].” Conspicuously missing from each of the Supplemental
Certifications is the word “complete.” In other Administrative Procedure Act cases filed in the
District of Massachusetts last year, when the government filed a Certification of Administrative
Record, the signer of the Certification represented that the AR produced was “complete.” See,
e.g., AAU, etal., v. DOD, et al., Case No. 1:25-cv-11740-BEM, Dkt. No. 72-1, Designation and
Certification of Administrative Record, 1 3 (“To the best of my knowledge, information, and
belief, the document that have been labeled with Bates range ... constitute the complete
administrative record for the analysis and rationale that supported the 15 percent indirect cost
rates, as reflected in the Policy.”) (emphasis added); APHA, et al., v. NIH, et al., Case No. 1:25-
cv-10787-WGY, Dkt No. 85-1, Designation and Certification of Administrative Record, 12 (“To
the best of my knowledge, information, and belief, the records described below and shared
with plaintiffs on June 2, 2025 constitute the true, accurate, and complete administrative
records for the grant terminations challenged in this case ... the true, accurate, and complete
administrative records for plaintiffs’ ‘Challenged Directives.’”) (emphasis added).

Please confirm that ARs ## 3, 4, and 5 are complete and provide Amended Certifications of
Supplemental Administrative Record for these ARs so stating.

Supplemental AR # 3

Plaintiffs would appreciate an explanation as to why these documents have been designated
Confidential:

1. Decision Memoranda and other HHS memoranda.

6.9.25 Memo recommending termination of ACIP members (014712-15)

4.9.25 Memo requesting designation of FDA representative to the ACIP (14739-40)
4.9.25 Memo requesting designation of NIH representative to the ACIP (14741-42)
6.25.25 Memos requesting appointments of ACIP members (14743-58)

6.13.25 Memo requesting approval of 2025 ACIP nomination slate (14759-63)
9.8.25 Memo requesting approval of 2025 ACIP nomination slate (14925-28)
11.25.25 Memo requesting approval of 2025 ACIP nomination slate (15078-80)
12.2.25 Memo requesting approval of 2025 ACIP nomination slate (15162-64)
12.18.25 Memo requesting approval of new members for the ACIP (15222-25)

Q

ST @ D Q0 o

2. Documents re terminations of the 17 ACIP members (14716-38)

3. Department of Health and Human Services Request for Approval of Nominees for Public
Advisory Committees
a. 15073, 15109, 15218-21, 15267, 15268, 15269, 15270,

8
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4. Resumes, CVs, bios, emails, spreadsheets re candidates nominated for the ACIP

a. The public should be able to see who was nominated and not appointed to be able
to compare to those who were appointed.

b. Plaintiffs would agree to redact Pll such as addresses, phone numbers, and email
addresses.

c. Inotedin my emailto you of May 18, 2026, that “subsection (b)(11) of 5U.S.C. §
552a ‘permits a court of competent jurisdiction to order disclosure of Privacy Act
protected information that would otherwise be prohibited from disclosure without
prior written consent of the individual to whom the record pertains.’ United States
Department of Justice Overview of the Privacy Act of 1974, p. 119 (2020 edition).”

5. Emails from outside parties who recommended candidates for the ACIP

a. Aaron Siri law firm emails and attachments.

i. Aaron Siri letter to the Secretary, 6.5.25, recommending additions of non-
voting liaison representatives and the attachments thereto (015771-72)

ii. Emails from Becca Claassen attaching a spreadsheet of ACIP candidates
and a “preliminary analysis on ACIP Charter and FACA implications that
Aaron Siri’s team provided us.” (15777).

1. Spreadsheet of candidates from Siri’s law firm (15779-83).
2. ACIP Charter Analysis (15785-96).

ii. Email from Elizabeth Brehm attaching “a number of suggested individuals.”
(15797-99) and attachment

iv. There are only three emails to/from Siri’s law firm in the supplemental
production. Plaintiffs find it hard to believe that only three emails exist
between Siri’s law firm and Defendants regarding the ACIP.

b. Lyn Redwood emails and attachments.

i. 4.6.25email (15685-87)

i. 6.4.25emailto Reyn Archer attaching a document “prepared at the request
of Mr. Kennedy earlier this year regarding ACIP that outlines the concerns |
identified at the time ...” (015963-71). Plaintiffs would appreciate an
explanation as to why these documents have been designated as
Confidential.

iii. 4.3.25 and 4.4.25 emails to William Boothby with recommendations for the
ACIP and other positions.

iv. 1.2.25 email from Vicky Pebsworth to Lyn Redwood recommending Brian
Morse for the ACIP. (15991)

v. 1.2.25 email from Vicky Pebsworth to Lyn Redwood recommending Jimmy
Pagano for the ACIP. (15994)

9
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vi. 4.6.25 email from Lyn Redwood to William Boothby with ACIP
recommendation of Sylvia Fogel. (15997)

c. Debra Sheldon, Michael Ross, Bill Moses, James Lyons-Weiler emails with ACIP
recommendations (15684, 15999, 16007, 16009, 16028, 16030)

6. Redacted documents: why are there redactions on these documents? We request that
Defendants submit to the Court for in camera review.
a. 6.26.25 email from Shirley, Malia to Boothby, William is entirely redacted. (15778-
79)
b. 6.10.25 email from Spear, Stefanie to Boothby, Wiliam (15588)

Supplemental AR #4

Plaintiffs request an explanation as to why any of the documents in Supplemental AR #4
are designated Confidential.

Supplemental AR #5

Plaintiffs request an explanation as to why the one document produced in Supplemental
AR #5 was designated Confidential.

On Monday, June 22, | am available before 2 p.m. CT. On Tuesday, June 23, | am wide open.
Thank you.

Jimmy

James J. Oh
Epstein Becker Green
227 W. Monroe
Suite 4500

Chicago, IL 60606
(312) 499-1470
joh@ebglaw.com

ebgus@ebglaw.com

10
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From: James J. Oh <JOh@ebglaw.com>

Sent: Tuesday, May 26, 2026 5:18 PM

To: Belfer, Isaac C. <Isaac.C.Belfer@usdoj.gov>; Harlow, James W. <James.W.Harlow@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>
Subject: [EXTERNAL] RE: Administrative Records ## 3, 4, and 1

Isaac,

| write in anticipation of our meet and confer tomorrow at 1 p.m. CT about the Joint Status
Report due this Friday.

AR #3 (ACIP reconstitution)

As you know, on June 9, 2025, the Secretary published a Commentary in the Wall Street
Journal announcing the terminations of all ACIP members due to “persistent conflicts of
interest.” The article linked here indicates that, on June 18, 2025, only a week after the
Secretary announced new ACIP members in a June 11 post on X, an HHS spokesperson stated
that “‘Before starting work on ACIP, the new members’ ethics agreement will be made public.
Every ACIP member will be vetted in accordance with their ethics agreement before they are
permitted to participate in each meeting agenda item,” and “both the ethics agreements and
the OGE 450s will be disclosed.’” https://www.statnews.com/2025/07/09/kennedy-conflict-
of-interest-radical-transparency-acip-vaccine-
experts/#:~:text=WASHINGTON%20%E2%80%94%20The%20Department%200f% On June
12, 2025, Robert Malone posted on X the following: “FYSA- i have already completed three
months of ethics vetting and COl training by the appropriate officials.”
https://x.com/RWMaloneMD/status/1933216806338244828
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In our call last week, you took the position that information that postdates announcement of
the appointments of the new ACIP members on June 11(and on September 11, 2025) are not
properly part of AR #3, apparently in reliance on 5 C.F.R. § 2634/903(b)(1), which provides that
a new appointee to a federal advisory committee must “[n]ot later than 30 days after assuming
a new position or office” file a confidential financial disclosure.” However, 5 C.F.R. 8§
2634.903(b)(3) provides that “agencies may at their discretion, require that prospective
entrants into positions described in 8 2634.904(a) file their new entrant confidential financial
disclosure reports prior to serving in such positions, to ensure that there are no
insurmountable ethics concerns.” (Emphasis added). Here, given the Secretary’s stated
reason for terminating the ACIP in June of last year, one would think that the Secretary would
have wanted to “ensure that there are no insurmountable ethics concerns” before announcing
the eight appointments to the ACIP on June 11, 2025. | would ask that you check whether
conflicts disclosures were required of the appointees announced on June 11 and September
11, 2025, before their appointments were announced. If they were, then such documents
should have been produced as part of AR #3. Indeed, Robert Malone’s admission on June 12,
2025, that he already had gone through three months of ethics vetting and COl training
indicates that he completed an OGE 450 form before June 11. If Dr. Malone underwent this
vetting and training before his appointment was announced, the other appointees announced
on the same date and on September 11 must also have gone through such vetting and training
before their appointments were announced.

| also note that “a special Government employee who has been appointed to serve on an
advisory committee must file the required report before any advice is rendered by the
employee to the agency, orin no event, later than the first committee meeting.” 5 CFR §
2634.903(b)(3) (emphasis added). If your position is that OGE 450 forms exist for all ACIP
appointees last year but they are not properly part of AR #3, then the OGE 450 forms are
properly part of the administrative records on the September, 2025, Covid vote (AR #2), the
December, 2025, HepB vote (AR #5), and the June, 2025, thimerosal vote (AR # 6), as they
should have been completed and filed with OGE before those meetings to make them eligible
to vote at those meetings.

Finally, | take issue with your hyper-technical interpretation of these ethics regulations and the
case law on what is properly considered to be part of an administrative record in an APA case.
The intent and spirit of the federal government ethics laws and regulations is to “ensure that
there are no insurmountable ethics concerns” with any SGE before they begin service on an
advisory committee. Consistent with the Secretary’s repeated emphasis on “radical
transparency,” | would ask that you produce all OGE 450 forms and other ethics and conflicts
of interest disclosures made by all appointees to the ACIP last year, regardless of whether they
were submitted before or after their appointments were announced. Alternatively, | would ask
that you confirm that no OGE 450 forms and other conflicts of interest disclosures exist for any
of the appointees to the ACIP last year.
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| need definitive answers from you on these questions tomorrow so that | know if Plaintiffs
need to move to complete the administrative records.

AR #4 (childhood schedule)

The January 5, 2026, Decision Memo re “Adopting Revised Childhood and Adolescent
Immunization Schedule” states in the fourth paragraph on the first page that “You also
discussed immunizations with CDC and Food and Drug Administration (FDA) officials with
duties and responsibilities related to vaccine safety and efficacy, respectively.” While meeting
notes from conversations with health officials from Denmark, Germany, and Japan were
produced in AR #4, no meeting notes were produced from Mr. O’Neill’s discussions with CDC
and FDA officials. To be sure, if such meeting notes exist, they should have been produced in
AR #4. Accordingly, please either confirm that Defendants will produce meeting notes of
O’Neill’s discussions with CDC and FDA officials that predate the January 5, 2026, Decision
Memo; or confirm that AR #4 is complete in this regard and that there is no documentation of
what O’Neill discussed with CDC and FDA officials about revising the CDC’s childhood
schedule.

In addition, | note that the Hoeg/Kulldorff Assessment of the U.S. childhood schedule dated
January 2, 2026, states that the assessment was written “in consultation with experts at CDC,
FDA, NIH, and CMS.” However, there is no mention in the Hoeg/Kulldorff assessment of what
consultation CDC, FDA, NIH, and CMS experts provided about aligning the U.S. childhood
schedule with that of peer nations. Accordingly, please confirm that Defendants will produce
documentation of Hoeg and Kulldorff’s consultations with experts at CDC, FDA, NIH, and
CMS; or confirm that AR #4 is complete in this regard and that no documentation exists of
Hoeg and Kulldorff’s consultations with experts at CDC, FDA, NIH, and CMS.

In our call last week, you agreed to check with the agency to see if there were any written
communications with countries other than Denmark, Germany, or Japan. | trust that you’ll be

able to provide confirmation on this tomorrow.

Finally, footnote 2 to the AR #4 index states that “Defendants will provide this document at a
later date.” Please confirm when that document will be produced.

Protective Order

For convenience, | reattach the redlined protective order | sent to you last week. Assuming that
we reach agreement on the P.O. tomorrow, presumably the documents marked with an
asterisk on the indexes for AR ## 3 and 4 are ready to be produced immediately. Please
confirm tomorrow.
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Thank you.

Jimmy

James J. Oh
Epstein Becker Green
227 W. Monroe
Suite 4500
Chicago, IL 60606
(312) 499-1470
joh@ebglaw.com

James J. Oh | Bio
t312.499.1470 | f 312.827.9525
JOh@ebglaw.com

227 W. Monroe Street, Suite 4500 | Chicago, IL 60606
t 312.499.1400 | www.ebglaw.com

From: James J. Oh

Sent: Thursday, May 21, 2026 10:55 PM

To: Belfer, Isaac C. <Isaac.C.Belfer@usdoj.gov>; Harlow, James W. <James.W.Harlow@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <rwanerman@ebglaw.com>
Subject: RE: Administrative Records ## 3, 4, and 1

Isaac,
This email follows-up on the meet and confer session you, Daniella, and | had today.

First, | agreed with you that it makes sense to file the ARs on the record once confidentiality issues have been
resolved.

Second, attached is a redlined protective order. I’d like to be able to designate up to ten individuals at each of

the Plaintiff Organizations who can receive and view documents marked as Confidential - Subject to

Protective Order. Each would sign the Confidentiality Agreement. There are likely not to be up to 10 at each of

the Plaintiff Organizations, but some of the larger organizations have more than a few who may have a reason

to review documents that the government produces. In paragraph 6, to avoid going piecemeal to the Court to

resolve disputes, | added a sentence that Plaintiffs may seek Court intervention within five business days after
8
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meet and confer efforts have been exhausted on all disputed documents. | also added a provision in
paragraph 6 that once the parties agree on information to be redacted, then that document does not have to
be filed under seal after redactions are made. | dated the document Wednesday, May 27. Hopefully, we can
reach an agreement on the P.O. in time to inform the Court in the status report due May 29.

Third, in our discussion of AR #3, the ACIP Reconstitution, you took the position that OGE 450 forms are not
part of the administrative record for the ACIP Reconstitution claim because they, in your view, are not
documents that the Secretary would have considered in making the decision to appoint any of the new ACIP
members. You refused to answer whether OGE 450 forms exist for any of the individuals whom the Secretary
has appointed to the ACIP. Plaintiffs’ position is that, since the Secretary justified terminating the entire ACIP
because of conflicts of interest, whether his appointments completed OGE 450 forms or whether his
appointments were required to disclose potential conflicts of interest at anytime before they participated in
their first ACIP meeting should be part of the AR on this claim. Quite frankly, | am surprised that the
government is taking the position that they do not have to produce the OGE 450 forms for the ACIP members
appointed last year (assuming that they exist) when the Secretary justified terminating the ACIP in his June 9
WSJ Commentary because of “persistent conflicts of interest.” This is inconsistent with the Secretary’s
alleged commitment to “Radical Transparency.” See https://www.hhs.gov/radical-transparency/index.html
(“HHS is empowering the public with information on ... potential conflicts of interest on committees.”).

Fourth, with regard to AR #4, the Childhood Schedule, we discussed the document that | sent to you on May 18
that listed ten categories of documents that Plaintiffs contend are missing from this AR. You disagreed that
any documents related to the presentation at the December 5, 2025, ACIP meeting on the childhood schedule,
to the Presidential Memo released that same evening, “the event involving children’s health” that was
scheduled for December 19 that was cancelled, or the off-the-record press conference conducted by HHS

and that included the Secretary on the morning of January 5, 2026, should have been part of this AR. You
disagreed with Plaintiffs’ position that these facts demonstrate a series of events, or a process, that
culminated in the January 5, 2026, Decision Memo about the childhood schedule. Accordingly, Defendants are
refusing to produce any documents from categories 1-6 in the document titled “Categories of Documents
Missing from AR #4 (Childhood Immunization Schedule).”

Fifth, with regard to whether the CDC Director communicated with any peer countries other than Denmark,
Germany, and Japan about their childhood schedules, you agreed to check with the agency to see if there were
any written communications with countries other than Denmark, Germany, or Japan.

Sixth, with regard to item # 10 in the “Categories of Documents Missing from AR #4,” you would not agree that
the recent reversion of the CDC’s childhood schedule to July 2, 2025, which, inter alia, confirmed that the
Covid-19 vaccine for children was classified as SCDM, removed any question that the May 2025 Secretarial
Directive regarding the Covid vaccine for children was a final agency action.

Thank you for sending an invite for Wednesday, May 27, at 1 p.m. CT to continue our conversation.

Hope you have a nice Memorial Day Weekend.

Jimmy

James J. Oh

Epstein Becker Green
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227 W. Monroe
Suite 4500
Chicago, IL 60606
(312) 499-1470
joh@ebglaw.com

From: Belfer, Isaac C. <Isaac.C.Belfer@usdoj.gov>

Sent: Wednesday, May 20, 2026 4:11 PM

To: James J. Oh <JOh@ebglaw.com>; Harlow, James W. <James.W.Harlow@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>
Subject: RE: Administrative Records ## 3, 4, and 1

*** EXTERNAL EMAIL ***

One more point: If the Court would like us to file the ARs on the docket in addition to producing them to Plaintiffs, we would
want to file the complete ARs rather than partial ARs. Thus, we think it makes sense to file the ARs on the docket after the
confidentiality issues have been resolved and we are able to file complete ARs.

Isaac C. Belfer

U.S. Department of Justice

Civil Division | Federal Programs Branch
(202) 305-7134 | Isaac.C.Belfer@usdoj.gov

From: Belfer, Isaac C.

Sent: Wednesday, May 20, 2026 5:05 PM

To: 'James J. Oh' <JOh@ebglaw.com>; Harlow, James W. <James.W.Harlow@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>
Subject: RE: Administrative Records ## 3, 4, and 1

Hi Jimmy,
| could talk tomorrow, 5/21, at 1:00 p.m. CT. | will circulate a Teams invite.

We received the Court’s order, ECF No. 315, and we plan to ask to be excused from the 5/22 deadline to file the ARs on the
docket. Defendants have produced the nonconfidential parts of the ARs to Plaintiffs but have not yet produced documents
containing confidential information because the parties are discussing a potential protective order. If the Court would like us to
file the ARs on the docket in addition to producing them to Plaintiffs, we’d be happy to do so once we have resolved the
confidentiality issue. We can provide an update on that issue in the 5/29 JSR. Additionally, the large size of the ARs could pose
logistical challenges to filing them on the docket.

Would Plaintiffs consent to our request to be excused from the 5/22 deadline to file the ARs on the docket?

Thanks,
Isaac

10
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Isaac C. Belfer

U.S. Department of Justice

Civil Division | Federal Programs Branch
(202) 305-7134 | Isaac.C.Belfer@usdoj.gov

From: James J. Oh <JOh@ebglaw.com>

Sent: Wednesday, May 20, 2026 4:27 PM

To: Belfer, Isaac C. <Isaac.C.Belfer@usdoj.gov>; Harlow, James W. <James.W.Harlow@usdoj.gov>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Kathleen Barrett <KBarrett@ebglaw.com>; Daniella R. Lee
<DLee@ebglaw.com>; Elizabeth McEvoy <EMcEvoy@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>
Subject: [EXTERNAL] Re: Administrative Records ## 3, 4, and 1

Isaac,

I’m available before 2 pm CT tomorrow. When are you available tomorrow?

James J. Oh | Bio
t312.499.1470 | f 312.827.9525
JOh@ebglaw.com

227 W. Monroe Street, Suite 4500 | Chicago, IL 60606
t 312.499.1400 | www.ebglaw.com

On May 18, 2026, at 10:47 AM, James J. Oh <JOh@ebglaw.com> wrote:

May 18, 2026
Isaac,

We appreciate that the government has met the deadlines for producing the six Administrative
Records set forth in the Court’s March 24, 2026, Order (ECF 296). Plaintiffs, however, do not
believe that the ARs produced are complete and, as previously indicated, would like to meet and
confer ASAP about the ARs produced. You indicated that you would be ready to talk mid-week
this week. | am attending an out-of-town graduation this week, Monday-Wednesday, so can we
please schedule a time on Thursday, May 21, to discuss? When we talk, Plaintiffs would like to
prioritize discussion and completion of ARs #3, #4, and #1, in that order. For now, we can table
discussion of the other ARs until we have reached the point of a resolution between the parties
on these ARs or when we have exhausted efforts to meet and confer.

The issues for discussion on Thursday are as follows:

11
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1. Documents Marked as Confidential in the Administrative Record Index for AR # 3 (ACIP
Reconstitution) and Protective Order

In the Administrative Record Index for AR #3 served on Friday, April 17, footnote 1 states: “Index
entries marked with an asterisk (*) indicate that some or all of the documents have been
withheld as confidential.” In an April 20, 2026, email to me, you indicated that “[w]hen the
footnote in AR #3 index said certain documents were ‘withheld as confidential,” that meant the
documents contain information that would be designated as ‘Confidential Information’ under
the proposed protective order. It did not refer to privileged information.”

In an email a few days later, you indicated that the documents marked with an asterisk on AR #3
index were so marked because “The Privacy Act protects ‘any item, collection, or grouping of
information about an individual that is maintained by an agency, including, but not limited to, his
education ... and ... employment history.” 5. U.S.C. 8 552a(a)(4).” (See your email of 4/23/2026 at
7:01 PM). By the title of the documents listed in the AR Index for AR #3, it is unclear how some of
the documents could contain information on an individual’s employment history. Nor can we
readily identify any other category of “Confidential Information” set forth in the proposed P.O.
into which any of the documents marked with an asterisk in AR Index #3 might fall. Accordingly,
Plaintiffs need to understand how any document marked with an asterisk in AR Index #3
contains information covered by the Privacy Act or falls into a “Confidential Information”
category in the proposed P.O.

We also question whether a P.O. is necessary or appropriate in the first place in this case. The
Secretary has been operating under the banner of “Radical Transparency” since his nomination
and confirmation, and, therefore, we would think that Defendants would welcome all
documents produced in the ARs in this case becoming part of the public record. We also are
having difficulty understanding how documents such as the “Decision Memo re: Removal of
Current and Prospective ACIP Members,” or the “June 24, 2025 Decision Memo re: Appointment
of New Members to the ACIP, CDC,” or a “Financial Operating Plan” could contain either
employment history or Confidential information. Furthermore, the Curricula Vitae of nominees
to the ACIP have been withheld from production as Confidential, but they are at the very heart of
this claim. We note that subsection (b)(11) of 5U.S.C. 8 552a “permits a court of competent
jurisdiction to order disclosure of Privacy Act protected information that would otherwise be
prohibited from disclosure without prior written consent of the individual to whom the record
pertains.” United States Department of Justice Overview of the Privacy Act of 1974, p. 119 (2020
edition). When we meet, let’s discuss whether the parties can submit an Agreed Order to the
Court to produce documents marked with an asterisk in the AR #3 index.

2. Completeness of AR #3 (ACIP Reconstitution

Attached hereto is my email of Saturday, April 18, identifying categories of documents that
Plaintiffs believe should have been produced in AR #3.

3. Completeness of AR #4 (Childhood Schedule)

Attached hereto is a list of categories of documents that Plaintiffs believe should have been
produced in AR #4.

12
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4. Completeness of AR #1 (May 2025 Secretarial Directive)

Attached hereto is my letter of March 31, 2026, identifying categories of documents that
Plaintiffs believe should have been produced in AR #1. In an April 10, 2026, email, you stated
that “having considered the issues raised in your letter, we are conducting additional searches
to confirm that the administrative record for the May 2025 Secretarial Directive is complete. We
will update you after we have finished reviewing the search results.” When we meet and confer,
please provide an update.

For your convenience, | have attached a .pdf of this email and all attachments.
Please advise on a time we can schedule a call for this Thursday, May 21.
Thankyou.

Jimmy

James J. Oh
Epstein Becker Green
227 W. Monroe
Suite 4500

Chicago, IL 60606
(312) 499-1470
joh@ebglaw.com

<mime-attachment>

<2026-03-31 Letter to DOJ re May Directive Administrative Record.pdf>
<Categories of Documents Missing From AR _4 5.18.26.pdf>
<2026-5-18 Correspondence to |. Belfer.pdf>

ebgus@ebglaw.com

13
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From: James J. Oh

Sent: Monday, May 18, 2026 10:48 AM

To: Belfer, Isaac C.; Harlow, James W.

Cc: Richard H. Hughes IV; Kathleen Barrett; Daniella R. Lee; Elizabeth McEvoy; Robert Wanerman
Subject: Administrative Records ## 3, 4, and 1

Attachments: RE: AAP AR #3 - Request to Meet and Confer; 2026-03-31 Letter to DOJ re May Directive

Administrative Record.pdf; Categories of Documents Missing From AR _4 5.18.26.pdf;
2026-5-18 Correspondence to |. Belfer.pdf

May 18, 2026

Isaac,

We appreciate that the government has met the deadlines for producing the six Administrative Records set
forth in the Court’s March 24, 2026, Order (ECF 296). Plaintiffs, however, do not believe that the ARs produced
are complete and, as previously indicated, would like to meet and confer ASAP about the ARs produced. You
indicated that you would be ready to talk mid-week this week. | am attending an out-of-town graduation this
week, Monday-Wednesday, so can we please schedule a time on Thursday, May 21, to discuss? When we
talk, Plaintiffs would like to prioritize discussion and completion of ARs #3, #4, and #1, in that order. For now,
we can table discussion of the other ARs until we have reached the point of a resolution between the parties
on these ARs or when we have exhausted efforts to meet and confer.

The issues for discussion on Thursday are as follows:

1. Documents Marked as Confidential in the Administrative Record Index for AR # 3 (ACIP
Reconstitution) and Protective Order

In the Administrative Record Index for AR #3 served on Friday, April 17, footnote 1 states: “Index entries
marked with an asterisk (*) indicate that some or all of the documents have been withheld as confidential.” In
an April 20, 2026, email to me, you indicated that “[w]hen the footnote in AR #3 index said certain documents
were ‘withheld as confidential,” that meant the documents contain information that would be designated as
‘Confidential Information’ under the proposed protective order. It did not refer to privileged information.”

In an email a few days later, you indicated that the documents marked with an asterisk on AR #3 index were so
marked because “The Privacy Act protects ‘any item, collection, or grouping of information about an individual
that is maintained by an agency, including, but not limited to, his education ... and ... employment history.’ 5.
U.S.C. 8 552a(a)(4).” (See your email of 4/23/2026 at 7:01 PM). By the title of the documents listed in the AR
Index for AR #3, it is unclear how some of the documents could contain information on an individual’s
employment history. Nor can we readily identify any other category of “Confidential Information” set forth in
the proposed P.O. into which any of the documents marked with an asterisk in AR Index #3 might fall.
Accordingly, Plaintiffs need to understand how any document marked with an asterisk in AR Index #3 contains
information covered by the Privacy Act or falls into a “Confidential Information” category in the proposed P.O.

We also question whether a P.O. is hecessary or appropriate in the first place in this case. The Secretary has
been operating under the banner of “Radical Transparency” since his nomination and confirmation, and,
1
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therefore, we would think that Defendants would welcome all documents produced in the ARs in this case
becoming part of the public record. We also are having difficulty understanding how documents such as the
“Decision Memo re: Removal of Current and Prospective ACIP Members,” or the “June 24, 2025 Decision
Memo re: Appointment of New Members to the ACIP, CDC,” or a “Financial Operating Plan” could contain
either employment history or Confidential information. Furthermore, the Curricula Vitae of nominees to the
ACIP have been withheld from production as Confidential, but they are at the very heart of this claim. We note
that subsection (b)(11) of 5 U.S.C. § 552a “permits a court of competent jurisdiction to order disclosure of
Privacy Act protected information that would otherwise be prohibited from disclosure without prior written
consent of the individual to whom the record pertains.” United States Department of Justice Overview of the
Privacy Act of 1974, p. 119 (2020 edition). When we meet, let’s discuss whether the parties can submit an
Agreed Order to the Court to produce documents marked with an asterisk in the AR #3 index.

2. Completeness of AR #3 (ACIP Reconstitution

Attached hereto is my email of Saturday, April 18, identifying categories of documents that Plaintiffs believe
should have been produced in AR #3.

3. Completeness of AR #4 (Childhood Schedule)

Attached hereto is a list of categories of documents that Plaintiffs believe should have been produced in AR
#4.

4. Completeness of AR #1 (May 2025 Secretarial Directive)

Attached hereto is my letter of March 31, 2026, identifying categories of documents that Plaintiffs believe
should have been produced in AR #1. In an April 10, 2026, email, you stated that “having considered the issues
raised in your letter, we are conducting additional searches to confirm that the administrative record for the
May 2025 Secretarial Directive is complete. We will update you after we have finished reviewing the search
results.” When we meet and confer, please provide an update.

For your convenience, | have attached a .pdf of this email and all attachments.
Please advise on a time we can schedule a call for this Thursday, May 21.
Thankyou.

Jimmy

James J. Oh
Epstein Becker Green
227 W. Monroe
Suite 4500

Chicago, IL 60606
(312) 499-1470
joh@ebglaw.com
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From: James J. Oh

Sent: Saturday, April 18, 2026 5:19 PM

To: Belfer, Isaac C.

Cc: Robert Wanerman; Elizabeth McEvoy; Daniella R. Lee; Kathleen Barrett; Harlow, James W.
Subject: RE: AAP AR #3 - Request to Meet and Confer

Isaac,

Following-up on the Certified Administrative Index on AR#3 re the Reconstitution of the ACIP that was
produced last evening, the footnote on page 1 of the Certification of the Administrative Record states: “Index
entries marked with an asterisk (*) indicate that some or all of the documents have been withheld as
confidential.” | request a Zoom meet and confer this Monday, April 20, for you to explain what the footnote
means. Does this mean that the government will produce the documents marked with an asterisk once a
protective order is in place? Or does this footnote mean that the government will not produce them because
they are privileged and therefore confidential. | note that there are no corresponding Bates #s next to the
documents on the index with an asterisk, and there are no gaps in the Bates numbering of the documents that
were produced that are not marked with an asterisk, indicating that the government has no intention of
producing the documents marked with an asterisk unless compelled by a court order. | could be wrong about
this, which is why | think it best that we talk about this in a call.

AR#3 Documents Marked with an Asterisk

By the title of the documents on the certified index, | don’t see how most, if not all, of the documents marked
with an asterisk could be “Confidential,” whatever that means in this context. Questions about the documents
marked with an asterisk include the following:

1. Decision Memos:
a. June 9, 2025 Decision Memo re: Removal of Current and Prospective ACIP Members
June 24, 2025 Decision Memos re: Appointment of New Members to the ACIP, CDC
June 24, 2025 Decision Memo re: Nominations to ACIP
November 26, 2025 Decision Memo re: Nomination to the ACIP
December 3, 3025 Decision Memo re: Chair and Vice Chair Nominations to the ACIP
December 23, 2025 Decision Memo re: Nominations to the ACIP
I don’t understand how these Decision Memos could be Confidential where the government has
produced other Decision Memos that have not been marked Confidential. See May 27, 2025
Decision Memo re: Recission of CDC Recommendations for COVID-19 Vaccines for Healthy
Children and Pregnant Women,” HHS_AAP 000092-93; and October 3, 2025 Decision Memo re
ACIP Recommendation for COVID-19 Vaccination,” HHS_AAP 1914-17.
2. June 9, 2025 Notification Letters of ACIP Termination.
a. Assumingthat these are the letters sent to the terminated ACIP Members onJune 9 (which |
understand actually were short emails), | don’t understand how a letter sent to a fired ACIP
Member and third party could be considered Confidential.
3. Attachment D -Financial Operating Plan attached to the September 10, 2025 Decision Memo and
December 3, 2025 Decision Memo re: Chair and Vice Chair Nominations to the ACIP.

™ +t0o Q0o
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a. Please explain why the Financial Operating Plan presumably for the ACIP, a federal advisory
committee, is Confidential and not knowledge the public is entitled to know.

Attachment E — Curricula Vitae of Nominees attached to September 10, 2025 Decision Memo,
November 26, 206 Decision Memo.
a. lam having difficult understanding why anyone’s curriculum vitae is Confidential, where the CVs
were submitted to the federal government for a position on a public federal advisory committee.

HS-532 Requests for Approval of Nominees for Public Advisory Committees attached to:

a. June 24, 2025 Decision Memo
September 10, 2025 Decision Memo
November 26, 2025 Decision Memo re Nomination to the ACIP
December 3, 2025 Decision Memo re: Chair and Vice Chair Nominations to the ACIP
December 23, 2025 Decision Memo re Nominations to the ACIP

f. Please explain why these Requests for Approval are confidential.
Biographies of ACIP Candidates

a. ldon’tunderstand how these possibly could be Confidential.

HHS Correspondence with External Stakeholders re: ACIP Reform and Committee Nominations
(emphasis added)

a. Correspondence with external stakeholders cannot be privileged, since itis correspondence
with a third party.

b. The description of this correspondence indicates that this correspondence goes to the heart of
Plaintiffs’ FACA claim re inappropriate influence by special interests and, therefore, should be
produced.

Communications between HHS and Potential ACIP Nominees.

a. I needto hear an explanation as to why these communications are considered Confidential and
have not been produced.

ACIP Nominations Submitted to the CDC Website and Resource Mailbox

a. |Ineedto hear an explanation as to why these documents are considered Confidential and have
not been produced.

® 00 o

10. HHS Meeting re: Potential ACIP Nominees

a. I needto hear an explanation as to whether this is one document or many, why the document(s)
is/are Confidential, and whether Defendants will identify at least how many meetings occurred
and who attended. At a minimum, the information on the identities of who participated in these
meetings cannot be protected from disclosure.

11. Public and Congressional Comments on ACIP Reconstitution.

a. Ifthese are public documents, how can they be Confidential?

Missing from AR#3

When we meet and confer, we also need to discuss what is missing from AR#3, including, but not limited to,
the following:

1.

2.

In his June 9, 2025, WSJ Commentary announcing the firing of the ACIP, RFK justified the terminations
because “[tlhe committee has been plagued with persistent conflicts of interest.” Presumably, the
Secretary has documentation of the then 17 members’ conflicts of interest that justified their
terminations. Please produce such documents. Alternatively, please confirm that the Secretary did not
review and/or does not possess any such documents.

The CDC’s website currently states: “Upon appointment, each voting member is required to file an
Office of Government Ethics 450 form (OGE450), a Confidential Financial Disclosure Report, which is

2
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reviewed by the ACIP Secretariat, the Federal Advisory Committee Management Branch and the Office
of General Counsel at CDC.” https://www.cdc.gov/acip/apply-for-membership/index.html (visited on
4/18/26).

a. Please produce the OGE450s for every new ACIP member appointed by the Secretary or confirm
that they do not exist.

b. For example, Martin Kulldorff, the Chair of the new ACIP that met for the first time on June 25,
2026, was an expert witness in legal cases against Merck. Presumably, he made disclosures
about his role as an expert witness against Merck or any other pharmaceutical
companies. https://www.statnews.com/2025/07/09/kennedy-conflict-of-interest-radical-
transparency-acip-vaccine-experts/. Please produce such disclosures or confirm that he did
not make them before, during, or after his appointment to the ACIP.

. AR#3 includes no documents that ACIP candidates are supposed to submit for selection to the ACIP,
including at least two letters of recommendation and a cover letter that includes a statement of
interest. See https://www.cdc.gov/acip/apply-for-membership/index.html. Please produce such
documents or confirm that they do not exist.

InalJune 12, 2025, post on X, Robert Malone stated: “i have already completed three months of ethics
vetting and COl training by appropriate HHS officials.”” No documents were produced in AR#3 on the
ethics vetting and training Dr. Malone claims he completed or that any other ACIP member appointed
by the Secretary completed. Please produce those documents.

In her Declaration filed on the record on February 17, 2026 (ECF 242), Diana Zuckerman attested that
she was vetted for a position on the ACIP by a partner at Aaron Siri’s law firm. Nothing was produced in
AR#3 regarding Siri’s law firm’s involvement in the nomination and/or vetting process for Dr. Zuckerman
or any other candidate. Please produce those documents.

. Asyou know, a new ACIP Charter was published on April 9, 2026. Plaintiffs find the new Charter to be
suspect and problematic. The facts indicate that Defendants, prompted by Aaron Siri and the Informed
Consent Action Network, adopted the new Charter specifically to do an end-run around Judge Murphy’s
March 16, 2026, preliminary injunction order. See https://www.facebook.com/del.bigtree/posts/huge-
news-after-a-court-ruling-wiped-out-recent-vaccine-program-changes-made-by-
/10162096421190964/ . The new Charter is thus related and relevant to Plaintiffs’ ACIP Reconstitution
claim. Accordingly, it is Plaintiffs’ position that any and all documents related to the new ACIP Charter
should be produced as part of AR#3.

If you decline to meet and confer on Monday, or if Defendants take the position that none of the documents
marked with an asterisk will be produced, please let me know whether you agree that this email satisfies
Plaintiffs’ obligation under the local rules to meet and confer before filing a motion.

Thank you.

James J. Oh
Epstein Becker Green
227 W. Monroe
Suite 4500

Chicago, IL 60606
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(312) 499-1470
joh@ebglaw.com

From: Belfer, Isaac C. <lsaac.C.Belfer@usdoj.gov>

Sent: Friday, April 17, 2026 8:27 PM

To: James J. Oh <JOh@ebglaw.com>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>; Elizabeth McEvoy
<EMcEvoy@ebglaw.com>; Gianna Costello <GCostello@ebglaw.com>; Daniella R. Lee <DLee@ebglaw.com>; Kathleen Barrett
<KBarrett@ebglaw.com>; Harlow, James W. <James.W.Harlow@usdoj.gov>

Subject: AAP AR #3

*** EXTERNAL EMAIL ***

Jimmy,

Attached is the certified index for the administrative record due today. | will send you a link to download the nonconfidential
documents in the record.

Thanks,
Isaac

Isaac C. Belfer

U.S. Department of Justice

Civil Division | Federal Programs Branch
(202) 305-7134 | Isaac.C.Belfer@usdoj.gov
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EPSTEIN
BECKER
GREEN

Attorneys at Law

James J. Oh

t 312.499.1470

f 312.827.9525
JOh@ebglaw.com

March 31, 2026
VIA EMAIL

Isaac C. Belfer
United States Department of Justice
Isaac.C.Belfer(@usdoj.gov

Re: American Academy of Pediatrics, et al, v. Kennedy, et al.:
Administrative Record On The May 27 Directive

Dear Isaac:

On March 12, 2026, Defendants produced what they claim in a “Certification of
Administrative Record” of that same date to be “a true, correct, and complete copy of the non-
privileged information that was directly or indirectly considered in connection with the May 27
Secretarial Directive on Pediatric COVID-19 Vaccines for Children Less Than 18 Years of Age
and Pregnant Women and the implementation of that directive.” (“May 2025 Directive”)
(emphasis added). Plaintiffs believe that the Administrative Record (“AR”) that Defendants
produced on the May 2025 Directive is far from complete. Plaintiffs expected, but did not see,
multiple categories of documents that should exist and should have been produced in the AR on
the May 2025 Directive but were not. In this letter, Plaintiffs itemize those categories of documents
that they contend are missing from the AR on the May 2025 Directive.

As you know, “[t]he administrative record is that which was before the agency at the time
the decision being reviewed was made, and it consists of a// documents and materials directly or
indirectly considered by agency decision-makers and includes evidence contrary to the agency’s
position.” Towns of Norfolk & Walpole v. U.S. Army Corps of Engineers, 137 F.R.D. 183, 185 (D.
Mass. 1991), aff’d, 968 F.2d 1438 (1st Cir. 1992) (emphasis added). In addition, when an agency’s
decision-making process is the central issue in a case brought pursuant to the Administrative
Procedure Act, as in this case, then the government cannot shield documents from disclosure under
the deliberative process privilege. See New York v. Salazar, 701 F.Supp.2d 224, 237 (N.D.N.Y.
2010) (emphasis added) (holding documents could not be withheld on basis of deliberative process
privilege because the “central theme of many of plaintiffs’ claims” was that the “deliberative
process itself was fatally flawed”); see also Texaco Puerto Rico, Inc. v. Dep’t of Consumer Affairs,
60 F.3d 867, 885 (1st Cir. 1995) (acknowledging that the deliberate process privilege is a qualified
privilege—not an absolute one—and that courts consider various factors when determining
whether to permit the privilege, including “the interests of the litigants, society’s interest in the

Epstein Becker & Green, P.C. | 227 W. Monroe Street, Suite 4500 | Chicago, IL 60606 | t 312.499.1400 | f 312.845.1998 | ebglaw.com
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Isaac C. Belfer
March 31, 2026
Page 2

accuracy and integrity of factfinding, and the public’s interest in honest, effective government”).
Finally, as Plaintiffs previously noted in our letter dated November 7, 2025, we expect that there
are emails and text messages that influenced the decision makers on the May 2025 Directive.
Currently, the AR on the May 2025 Directive is largely devoid of emails or other electronic
communications. Plaintiffs are entitled to know with whom the Secretary consulted about the May
2025 Directive and the evidence relied upon—whether directly or indirectly—to issue the May
2025 Directive. See Bimini Superfast Operations LLC v. Winkowski, 994 F.Supp.2d 103, 106
(D.D.C. 2014) (holding emails were properly included in administrative record as documents that
were directly or indirectly considered in decision making); see also Towns of Norfolk & Walpole,
137 F.R.D. at 185.

Before I list the categories of documents that Plaintiffs contend should have been produced
in the May 2025 Directive AR but were not, a brief summary of the facts regarding the May 2025
Directive is in order to provide context for Plaintiffs’ contentions.

On May 27, 2025, the Department of Health and Human Services (“HHS”) posted a video
on X in which Secretary Kennedy, with Food and Drug Administration (“FDA”) Commissioner
Marty Makary, and National Institutes of Health (“NIH”) Director Jay Bhattacharya, at his side,
announced that he had directed the Centers for Disease Control and Prevention (“CDC”) to remove
the recommendations that pregnant women and “healthy children” receive a Covid-19 booster. To
be sure, the words spoken in the video were scripted. On that same day, HHS released the May
2025 Directive that instructed the CDC to remove the recommendations that pregnant women and
healthy children receive the Covid-19 vaccine. However, two days later, the CDC did not remove
from the childhood schedule the routine recommendation that children receive the Covid-19
vaccine but instead reclassified the Covid-19 vaccine for children to Shared Clinical Decision-
Making (“SCDM”). To date, neither HHS nor the CDC nor the Secretary have provided any
explanation why the instruction to remove the childhood recommendation was instead changed to
SCDM.

On February 27, 2026, when Defendants filed their second opposition to Plaintiffs’
preliminary injunction motion, Defendants for the first time produced three memos regarding the
May 2025 Directive: (1) a “Decision Memo” dated May 27, 2025, from Sean Keveney, Acting
General Counsel that apparently was delivered to Secretary Kennedy “THROUGH: Cortney
McCormick, Executive Secretary,” the subject of which was: “DECISION — Recission of CDC
Recommendations for COVID-19 Vaccines for Healthy Children and Pregnant Women” (the
“Covid Decision Memo”); (2) a “Memorandum To The Secretary,” “THROUGH: Heather
Melanson, Chief of Staff and Cortney McCormick, Executive Secretary,” from Matthew Memoli,
Principal Deputy Director, NIH, and Sara Brenner, Principal Deputy Commissioner, FDA, the
subject of which was “Medical and Scientific Assessment of Secretary Becerra’s Determination
Recommending COVID-19 Vaccination of Children Less Than 18 Years of Age,” (the
“Memoli/Brenner Memo”); and (3) a memo from Tracy Beth Hoeg of the FDA to Secretary Robert
F. Kennedy, Jr., the subject of which was “COVID-19 vaccine safety in pregnant women” (the
“Hoeg Memo™).
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Isaac C. Belfer
March 31, 2026

Page 3

In light of these facts, Plaintiffs contend that the following categories of documents should

have been produced in the AR on the May 2025 Directive:

1.

10.

Documents' demonstrating when and why Secretary Kennedy? first considered directing
the CDC to remove the routine recommendations that pregnant women and children
receive the Covid-19 vaccine.

Any articles or studies that post-date the onset of the Covid-19 pandemic that Secretary
Kennedy and/or the Office of the Secretary considered to support removing the
recommendation that children receive the Covid-19 vaccine.

Any articles or studies that post-date the onset of the Covid-19 pandemic that Secretary
Kennedy and/or the Office of the Secretary considered to support removing the
recommendation that pregnant women receive the Covid-19 vaccine.

Any analyses of these articles, studies, or data that were performed to justify the changes
in the Covid-19 vaccine recommendations for pregnant women and children.

Documents indicating with whom the Office of the Secretary consulted about issuing the
May 2025 Directive both inside and outside of the federal government.

The script for the May 27, 2025, video and drafts thereof.

Documents demonstrating whether Secretary Kennedy consulted anyone on the Advisory
Committee on Immunization Practices (“ACIP”’) before issuing the May 2025 Directive.
Documents explaining why Commissioner Makary and Director Bhattacharya appeared in
the May 27, 2025, video alongside Secretary Kennedy and why leaders from CDC were
excluded.

Documents demonstrating that Secretary Kennedy or the Office of the Secretary consulted
with anyone at CDC about the May 2025 Directive.

In the May 27, 2025, video, Secretary Kennedy stated that there was a “lack of any clinical
data to support the repeat [Covid] booster strategy” for children. The month before,
however, multiple presentations were made at the April 15, 2025, meeting of the ACIP in
which clinical data was presented that demonstrated the opposite: children and pregnant
women should continue to receive Covid boosters. Accordingly, Plaintiffs question
whether Secretary Kennedy did in fact consider the presentations that Defendants produced
in the May 2025 Directive AR numbered HHS AAP 001006 - HHS AAP 001018,
HHS AAP 001019 - HHS AAP 001045, HHS AAP 001046 - HHS AAP 001074,
HHS AAP 001075 - HHS_AAP 001089, and HHS AAP 001090 - HHS AAP 001158.
Accordingly, Defendants should produce documents demonstrating that Secretary
Kennedy, Commissioner Makary, and Director Bhattacharya actually received, reviewed,
and considered these presentations before making the May 27 video.

! As used herein, “Documents” and “Communications” include emails, text messages, instant messages, voice mail
messages, memoranda, PowerPoint presentations, and any other document, whether in electronic or hard copy form,
related to the specified subject matter.

2 As used herein, “Secretary Kennedy” means Robert F. Kennedy, Jr., the individual, in his official capacity as
Secretary of the Department of Health and Human Services. As used herein, “Office of the Secretary” means Robert
F. Kennedy, Jr., his Chief of Staff, anyone in the Immediate Office of the Secretary, particularly Stephanie Spear,
anyone in the Office of the Secretary, and anyone holding an Agency Leadership position.

See https://www.hhs.gov/about/leadership/index.html.




Case 1:25-cv-11916-BEM  Document 330-1  Filed 07/17/26  Page 78 of 99

Isaac C. Belfer
March 31, 2026

Page 4

1.

12.

13.
14.
15.
16.
17.

18.

19.

20.

21.

22.
23.

24.

25.

26.

27.

28.

29.

Communications between Commissioner Makary, Director Bhattacharya, the Office of the
Secretary, and Secretary Kennedy related to the May 27, 2025, video announcing the May
2025 Directive.

Attached to the Decision Memo were the Memoli/Brenner Memo, the Hoeg Memo, and
the May 2025 Directive. Any other documents that Kennedy considered when drafting the
Decision Memo should be produced.

Documents showing with whom Kennedy consulted about the Decision Memo or who
provided input or revisions to the Decision Memo.

Documents identifying who drafted and offered input or revisions to drafts of the May 2025
Directive.

Communications between Commissioner Makary, Director Bhattacharya, the Office of the
Secretary, and the Secretary related to the May 2025 Directive.

Communications and/or documents related to the CDC’s interpretation of the May
Directive and publication of the updated schedule.

Communications related to the May 2025 Directive that were sent to or received from
Children’s Health Defense.

Communications related to the May 2025 Directive that were sent to or received from the
law firm Siri & Glimstad or from any individual affiliated with the law firm of Siri &
Glimstad.

Communications related to the May 2025 Directive that were sent to or received from the
Informed Consent Action Network.

Communications demonstrating that the Secretary considered Commissioner Makary’s
and Vinay Prasad’s May 20, 2025 New England Journal of Medicine article (“An
Evidence-Based Approach to Covid-19 Vaccination”)—which stated that “pregnancy and
recent pregnancy’ are factors which “increase a person’s risk of severe COVID-19.”
Documents that explain why Matthew Memoli and Sara Brenner drafted the
Memoli/Brenner Memo.

Documents that explain why Tracy Beth Heeg drafted the Hoeg Memo.

Communications between Matthew Memoli and Sara Brenner regarding the
Memoli/Brenner Memo.

Communications between Matthew Memoli, Sara Benner, Heather Melanson, and Cortney
McCormick about the Memoli/Brenner Memo and/or the May 2025 Directive.
Communications between Matthew Memoli, Sara Brenner, and Tracy Beth Hoeg about the
Memoli/Brenner Memo, the Heeg Memo, or the May 2025 Directive.

Communications between Matthew Memoli, Sara Brenner, the Office of the Secretary, and
Secretary Kennedy about the Memoli/Brenner memo.

Communications between Tracy Beth Heeg, the Office of the Secretary, and Secretary
Kennedy about the Hoeg Memo.

Communications between Matthew Memoli, Sara Brenner, and anyone at the CDC about
the Memoli/Brenner Memo.

Communications between Tracy Beth Hoeg and anyone at the CDC about the Hoeg Memo.
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Isaac C. Belfer
March 31, 2026
Page 5

30. Communications between Mathew Memoli, Sara Brenner, and anyone on the ACIP or in
the Office of the Executive Secretary of the ACIP about the Memoli/Brenner Memo and/or
the May 2025 Directive.

31. Communications between Tracy Beth Hoeg and anyone on the ACIP or in the Office of
the Executive Secretary of the ACIP about the Hoeg Memo and/or the May 2025 Directive.

32. Documents demonstrating that Secretary Kennedy, the Office of the Secretary,
Commissioner Makary, and/or Director Bhattacharya considered any of the following
before the May 2025 Directive was issued:

a. the legality of bypassing the ACIP in issuing the May 2025 Directive;

b. the impact that the May 2025 Directive would have on insurance coverage of the Covid
vaccine;

c. the impact that the May 2025 Directive would have on the VFC program;

d. the impact that May 2025 Directive would have on medical practices, other health care
providers, health care facilities, and suppliers;

e. the impact that the May 2025 Directive would have on pharmacies;

f. the impact that the May 2025 Directive would have on rates of Covid-19 infection;

g. the impact that the May 2025 Directive would have on rates of serious illness and/or
death from Covid-19;

h. the impact that the May 2025 Directive would have on Covid-19 vaccination rates;

i. the impact that the May 2025 Directive would have on skepticism about the Covid-19
vaccine;

j. the impact that the May 2025 Directive would have on the public’s trust in the Covid-
19 vaccine;

k. the impact that the May 2025 Directive would have on the public’s trust of vaccines in
general.

If you contend that any of the foregoing categories of document are protected from
disclosure under any privilege, please specify which privilege Defendants contend apply to each
of the categories of documents delineated above. Further, please provide a privilege log. See Roe
v. Mayorkas, Case No. 22-cv-10808-ADB, 2024 WL 5198705, at *10 (D. Mass. Oct. 2, 2024)
(noting “a growing consensus that agencies must submit a privilege log if they withhold privileged
materials from the administrative record.”); Salazar, 701 F.Supp.2d at 237; Sierra Club v. U.S.
Army Corps of Eng’rs, Case No. 2:20-cv-396-LEW, 2022 WL 2953075, at *3—4 (D. Me. July 26,
2022); Alliance for Retired Ams. v. Bessent, Case No. 25-0313, 2025 WL 2576530, at *2 (D.D.C.
Mar. 4, 2025) (requiring privilege log for documents withheld under the attorney-client privilege);
see also Defs. of Wildlife v. U.S. Dep’t of the Interior, No. 18-2090 (4th Cir. Feb. 5, 2019)
(granting motion to compel completion of the administrative record and directing the government
to submit a privilege log identifying any documents withheld under the guise of deliberate process
privilege or any other privilege).
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Isaac C. Belfer
March 31, 2026
Page 6

We would appreciate a response to this letter by April 7, 2026.

Sincerely,

James J. Oh



Case 1:25-cv-11916-BEM  Document 330-1  Filed 07/17/26  Page 81 of 99

CATEGORIES OF DOCUMENTS MISSING FROM AR #4
(CHILDHOOD IMMUNIZATION SCHEDULE)

As alleged in Plaintiffs’ Fourth Amended Complaint, “[t]he events in the public record
leading up to the January 5 Action demonstrate an orchestrated plan to unilaterally change the U.S.
Childhood Schedule without examining the relevant data or providing a reasonable explanation.”
(ECF 245, 9] 38; see also | 39-70). Accordingly, Plaintiffs assert that the following should have
been included in AR #4:

1. All documents related to Cynthia Nevison’s presentation at the December 4, 2025, meeting
of the Advisory Committee on Immunization Practices (“ACIP”) on the “Burden of
Disease,” including documents showing who invited Dr. Nevison to present at the
December 4, 2025, ACIP meeting and why, the materials reviewed or relied upon to
prepare Dr. Nevison’s December 4 presentation, and all communications regarding Dr.
Nevison’s presentation at the December 4, 2025, ACIP Meeting. (See ECF 245, q 40).

2. All documents related to Mark Blaxill’s presentation at the December 4, 2025, ACIP
Meeting on “HBV Vaccine Safety,” including documents showing who invited Mr. Blaxill
to present at the December 4, 2025, ACIP meeting and why, the materials reviewed or
relied upon to prepare Mr. Blaxill’s December 4 presentation, and all communications
regarding Mr. Blaxill’s presentation at the December 4, 2025, ACIP Meeting. (See ECF
245, 9 40).

3. All documents related to Aaron Siri’s presentation at the December 5, 2025, on “The
Childhood/Adolescent Immunization Schedule,” including documents showing who
invited Mr. Siri to present at the December 5, 2025, ACIP meeting and why, the materials
reviewed or relied upon to prepare Mr. Siri’s December 5 presentation, and all
communications regarding Mr. Siri’s presentation at the December 5, 2025, ACIP Meeting.
(See ECF 245, 9 41).

4. All documents related to Tracy Beth Hoeg’s presentation at the December 5, 2025, ACIP
Meeting on the “U.S. vs. Danish Vaccine Schedule,” including documents showing who
invited Dr. Hoeg to present at the December 5, 2025, ACIP meeting and why, the materials
reviewed or relied upon to prepare Dr. Hoeg’s December 5 presentation, and all
communications regarding Dr. Hoeg’s presentation at the December 5, 2025, ACIP
Meeting. (See ECF 245, 9 43).

5. All documents related to the creation of the Presidential Memoranda dated December 5,
2025, titled “Aligning United States Core Childhood Vaccine Recommendations
with Best Practices from Peer, Developed Countries” (the “Presidential Memo™), including
all drafts of the Presidential Memo,! documents showing who and what prompted the
Presidential Memo, who was involved in drafting the Presidential Memo, who reviewed
and approved a final draft of the Presidential Memo before presented to the President for

! Presumably, the drafts are dated. If not, Plaintiffs request the metadata for these drafts to identify the dates on
which the drafts were written and/or revised.
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signature, and all communications regarding the Presidential Memo. (See ECF 245, 99 44-
46).

All documents related to the event that was scheduled for Friday, December 19, 2025, but
canceled the day before, that the United States Department of Health and Human Services
(“HHS”) billed as “an event involving children’s health” that a senior HHS official said
was to be about the Danish childhood schedule,? including documents related to why the
event was scheduled in the first place, what was to be announced at the event, scripts and/or
talking points prepared for that event, why the event was canceled, and all communications
related to that event. (See ECF 245, 99 48-51).

Minutes, notes, memoranda, or any other documentation of communications with any peer
country other than Denmark, Germany, or Japan, before the release of the January 5, 2026,
Decision Memo “Adopting Revised Childhood and Adolescent Immunization Schedule”
(“Decision Memo”).

Documents explaining the methodology of how countries were identified as peer countries
for purposes of revising the U.S.’s childhood immunization schedule.

Documents related to the off-the-record press conference held by the Secretary and former
Acting Director O’Neill the morning of January 5, 2026, including all drafts of talking
points and/or scripts for the press conference, and any notes, minutes, or memoranda
documenting what was said by whom at that press conference. (See ECF 245, 9 52).

Documents related to the changes made to the CDC’s Childhood and Adolescent
Immunization Schedule by Age that the CDC announced and posted on its website on or
about April 24, 2026, that reverted the childhood schedule to July 2, 2025, and classified
the COVID-19 vaccination as Shared Clinical Decision Making, consistent with the
Secretarial Directive dated May 19, 2025, titled SECRETARIAL DIRECTIVE ON
PEDIATRIC COVID-19 VACCINES FOR CHILDREN LESS THAN 18 YEARS OF
AGE AND PREGNANT WOMEN.

2 https://www.politico.com/news/2025/12/20/rfk-kennedy-danish-vaccine-schedule-denmark-00701999

3 https://www.cdc.gov/vaccines/hcp/imz-schedules/child-adolescent-age.html

2
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James J. Oh

To: Isaac C. Belfer; James Harlow

Cc: Richard H. Hughes IV; Kathleen A. Barrett; Daniella R. Lee; Elizabeth McEvoy; Robert
Wanerman

Subject: Administrative Records ## 3, 4, and 1

Attachments: RE: AAP AR #3 - Request to Meet and Confer; 2026-03-31 Letter to DOJ re May
Directive Administrative Record.pdf; Categories of Documents Missing From AR _4
5.18.26.pdf

May 18, 2026

Isaac,

We appreciate that the government has met the deadlines for producing the six Administrative Records
set forth in the Court’s March 24, 2026, Order (ECF 296). Plaintiffs, however, do not believe that the ARs
produced are complete and, as previously indicated, would like to meet and confer ASAP about the ARs
produced. You indicated that you would be ready to talk mid-week this week. | am attending an out-of-
town graduation this week, Monday-Wednesday, so can we please schedule a time on Thursday, May 21,
to discuss? When we talk, Plaintiffs would like to prioritize discussion and completion of ARs #3, #4, and
#1, in that order. For now, we can table discussion of the other ARs until we have reached the point of a
resolution between the parties on these ARs or when we have exhausted efforts to meet and confer.

The issues for discussion on Thursday are as follows:

1. Documents Marked as Confidential in the Administrative Record Index for AR # 3 (ACIP
Reconstitution) and Protective Order

In the Administrative Record Index for AR #3 served on Friday, April 17, footnote 1 states: “Index entries
marked with an asterisk (*) indicate that some or all of the documents have been withheld as
confidential.” In an April 20, 2026, email to me, you indicated that “[w]hen the footnote in AR #3 index
said certain documents were ‘withheld as confidential,’ that meant the documents contain information
that would be designated as ‘Confidential Information’ under the proposed protective order. It did not
refer to privileged information.”

In an email a few days later, you indicated that the documents marked with an asterisk on AR #3 index
were so marked because “The Privacy Act protects ‘any item, collection, or grouping of information about
an individual that is maintained by an agency, including, but not limited to, his education ... and ...
employment history.’ 5. U.S.C. § 552a(a)(4).” (See your email of 4/23/2026 at 7:01 PM). By the title of the
documents listed in the AR Index for AR #3, it is unclear how some of the documents could contain
information on an individual’s employment history. Nor can we readily identify any other category of
“Confidential Information” set forth in the proposed P.O. into which any of the documents marked with an
asterisk in AR Index #3 might fall. Accordingly, Plaintiffs need to understand how any document marked
with an asterisk in AR Index #3 contains information covered by the Privacy Act or falls into a
“Confidential Information” category in the proposed P.O.
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We also question whether a P.O. is necessary or appropriate in the first place in this case. The Secretary
has been operating under the banner of “Radical Transparency” since his nomination and confirmation,
and, therefore, we would think that Defendants would welcome all documents produced in the ARs in
this case becoming part of the public record. We also are having difficulty understanding how
documents such as the “Decision Memo re: Removal of Current and Prospective ACIP Members,” or the
“June 24, 2025 Decision Memo re: Appointment of New Members to the ACIP, CDC,” or a “Financial
Operating Plan” could contain either employment history or Confidential information. Furthermore, the
Curricula Vitae of nominees to the ACIP have been withheld from production as Confidential, but they are
at the very heart of this claim. We note that subsection (b)(11) of 5 U.S.C. § 552a “permits a court of
competent jurisdiction to order disclosure of Privacy Act protected information that would otherwise be
prohibited from disclosure without prior written consent of the individual to whom the record pertains.”
United States Department of Justice Overview of the Privacy Act of 1974, p. 119 (2020 edition). When we
meet, let’s discuss whether the parties can submit an Agreed Order to the Court to produce documents
marked with an asterisk in the AR #3 index.

2. Completeness of AR #3 (ACIP Reconstitution

Attached hereto is my email of Saturday, April 18, identifying categories of documents that Plaintiffs
believe should have been produced in AR #3.
3. Completeness of AR #4 (Childhood Schedule)

Attached hereto is a list of categories of documents that Plaintiffs believe should have been produced in
AR #4.

4. Completeness of AR #1 (May 2025 Secretarial Directive)

Attached hereto is my letter of March 31, 2026, identifying categories of documents that Plaintiffs believe
should have been produced in AR #1. [n an April 10, 2026, email, you stated that “having considered the
issues raised in your letter, we are conducting additional searches to confirm that the administrative
record for the May 2025 Secretarial Directive is complete. We will update you after we have finished
reviewing the search results.” When we meet and confer, please provide an update.

For your convenience, | have attached a .pdf of this email and all attachments.
Please advise on a time we can schedule a call for this Thursday, May 21.
Thank you.

Jimmy

James J. Oh
Epstein Becker Green
227 W. Monroe
Suite 4500

Chicago, IL 60606
(312) 499-1470
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AR #3
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James J. Oh

From: James J. Oh

Sent: Saturday, April 18, 2026 6:19 PM

To: Belfer, Isaac C.

Cc: Robert Wanerman; Elizabeth McEvoy; Daniella R. Lee; Kathleen Barrett; Harlow, James
W,

Subject: RE: AAP AR #3 - Request to Meet and Confer

Isaac,

Following-up on the Certified Administrative Index on AR#3 re the Reconstitution of the ACIP that was
produced last evening, the footnote on page 1 of the Certification of the Administrative Record states:
“Index entries marked with an asterisk (*) indicate that some or all of the documents have been withheld
as confidential.” | request a Zoom meet and confer this Monday, April 20, for you to explain what the
footnote means. Does this mean that the government will produce the documents marked with an
asterisk once a protective orderis in place? Or does this footnote mean that the government will not
produce them because they are privileged and therefore confidential. | note that there are no
corresponding Bates #s next to the documents on the index with an asterisk, and there are no gaps in the
Bates numbering of the documents that were produced that are not marked with an asterisk, indicating
that the government has no intention of producing the documents marked with an asterisk unless
compelled by a court order. | could be wrong about this, which is why | think it best that we talk about this
inacall.

AR#3 Documents Marked with an Asterisk

By the title of the documents on the certified index, | don’t see how most, if not all, of the documents
marked with an asterisk could be “Confidential,” whatever that means in this context. Questions about
the documents marked with an asterisk include the following:

1. Decision Memos:
a. June 9, 2025 Decision Memo re: Removal of Current and Prospective ACIP Members
June 24, 2025 Decision Memos re: Appointment of New Members to the ACIP, CDC
June 24, 2025 Decision Memo re: Nominations to ACIP
November 26, 2025 Decision Memo re: Nomination to the ACIP
December 3, 3025 Decision Memo re: Chair and Vice Chair Nominations to the ACIP
December 23, 2025 Decision Memo re: Nominations to the ACIP
| don’t understand how these Decision Memos could be Confidential where the
government has produced other Decision Memos that have not been marked
Confidential. See May 27, 2025 Decision Memo re: Recission of CDC Recommendations
for COVID-19 Vaccines for Healthy Children and Pregnant Women,” HHS_AAP 000092-93;
and October 3, 2025 Decision Memo re ACIP Recommendation for COVID-19
Vaccination,” HHS_AAP 1914-17.
2. June 9, 2025 Notification Letters of ACIP Termination.
a. Assumingthat these are the letters sent to the terminated ACIP Members on June 9 (which
| understand actually were short emails), | don’t understand how a letter sent to a fired
ACIP Member and third party could be considered Confidential.

@O 0o0o

1
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3. Attachment D - Financial Operating Plan attached to the September 10, 2025 Decision Memo and
December 3, 2025 Decision Memo re: Chair and Vice Chair Nominations to the ACIP.

a. Please explain why the Financial Operating Plan presumably for the ACIP, a federal
advisory committee, is Confidential and not knowledge the public is entitled to know.

4. Attachment E - Curricula Vitae of Nominees attached to September 10, 2025 Decision Memo,
November 26, 206 Decision Memo.

a. lam having difficult understanding why anyone’s curriculum vitae is Confidential, where
the CVs were submitted to the federal government for a position on a public federal
advisory committee.

5. HS-532 Requests for Approval of Nominees for Public Advisory Committees attached to:
a. June 24,2025 Decision Memo
September 10, 2025 Decision Memo
November 26, 2025 Decision Memo re Nomination to the ACIP
December 3, 2025 Decision Memo re: Chair and Vice Chair Nominations to the ACIP
December 23, 2025 Decision Memo re Nominations to the ACIP
f. Please explain why these Requests for Approval are confidential.
6. Biographies of ACIP Candidates

a. ldon’tunderstand how these possibly could be Confidential.

7. HHS Correspondence with External Stakeholders re: ACIP Reform and Committee Nominations
(emphasis added)

a. Correspondence with external stakeholders cannot be privileged, since itis
correspondence with a third party.

b. The description of this correspondence indicates that this correspondence goes to the
heart of Plaintiffs’ FACA claim re inappropriate influence by special interests and,
therefore, should be produced.

8. Communications between HHS and Potential ACIP Nominees.

a. | need to hear an explanation as to why these communications are considered Confidential
and have not been produced.

9. ACIP Nominations Submitted to the CDC Website and Resource Mailbox

a. | need to hear an explanation as to why these documents are considered Confidential and
have not been produced.

10. HHS Meeting re: Potential ACIP Nominees

a. |Ineed to hear an explanation as to whether this is one document or many, why the
document(s) is/are Confidential, and whether Defendants will identify at least how many
meetings occurred and who attended. At a minimum, the information on the identities of
who participated in these meetings cannot be protected from disclosure.

11. Public and Congressional Comments on ACIP Reconstitution.
a. Ifthese are public documents, how can they be Confidential?

® 00 o

Missing from AR#3

When we meet and confer, we also need to discuss what is missing from AR#3, including, but not limited
to, the following:

1. InhisJune 9, 2025, WSJ Commentary announcing the firing of the ACIP, RFK justified the
terminations because “[t]he committee has been plagued with persistent conflicts of interest.”
Presumably, the Secretary has documentation of the then 17 members’ conflicts of interest that
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justified their terminations. Please produce such documents. Alternatively, please confirm that
the Secretary did not review and/or does not possess any such documents.

2. The CDC’s website currently states: “Upon appointment, each voting member is required to file
an Office of Government Ethics 450 form (OGE450), a Confidential Financial Disclosure Report,
which is reviewed by the ACIP Secretariat, the Federal Advisory Committee Management Branch

membership/index.html (visited on 4/18/26).
a. Please produce the OGE450s for every new ACIP member appointed by the Secretary or
confirm that they do not exist.
b. For example, Martin Kulldorff, the Chair of the new ACIP that met for the first time on June
25, 2026, was an expert witness in legal cases against Merck. Presumably, he made

disclosures about his role as an expert witness against Merck or any other pharmaceutical

did not make them before, during, or after his appointment to the ACIP.
3. AR#3includes no documents that ACIP candidates are supposed to submit for selection to the
ACIP, including at least two letters of recommendation and a cover letter that includes a

produce such documents or confirm that they do not exist.

4. Inalune 12, 2025, post on X, Robert Malone stated: “i have already completed three months of
ethics vetting and COl training by appropriate HHS officials.”” No documents were produced in
AR#3 on the ethics vetting and training Dr. Malone claims he completed or that any other ACIP
member appointed by the Secretary completed. Please produce those documents.

5. Inher Declaration filed on the record on February 17, 2026 (ECF 242), Diana Zuckerman attested
that she was vetted for a position on the ACIP by a partner at Aaron Siri’s law firm. Nothing was
produced in AR#3 regarding Siri’s law firm’s involvement in the nomination and/or vetting process
for Dr. Zuckerman or any other candidate. Please produce those documents.

6. Asyou know, a new ACIP Charter was published on April 9, 2026. Plaintiffs find the new Charter to
be suspect and problematic. The facts indicate that Defendants, prompted by Aaron Siri and the
Informed Consent Action Network, adopted the new Charter specifically to do an end-run around
Judge Murphy’s March 16, 2026, preliminary injunction order. See
https://www.facebook.com/del.bigtree/posts/huge-news-after-a-court-ruling-wiped-out-recent-
vaccing-program-changes-made-by-/10162096421190964/ . The new Charter is thus related and
relevant to Plaintiffs’ ACIP Reconstitution claim. Accordingly, it is Plaintiffs’ position that any and
all documents related to the new ACIP Charter should be produced as part of AR#3.

If you decline to meet and confer on Monday, or if Defendants take the position that none of the
documents marked with an asterisk will be produced, please let me know whether you agree that this
email satisfies Plaintiffs’ obligation under the local rules to meet and confer before filing a motion.

Thank you.

Jimmy

James J. Oh
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Epstein Becker Green
227 W. Monroe

Suite 4500

Chicago, IL 60606
(312) 499-1470
joh@ebglaw.com

From: Belfer, Isaac C. <Isaac.C.Belfer@usdoj.gov>

Sent: Friday, April 17, 2026 8:27 PM

To: James J. Oh <JOh@ebglaw.com>

Cc: Richard H. Hughes IV <RHHughes@ebglaw.com>; Robert Wanerman <RWanerman@ebglaw.com>; Elizabeth McEvoy
<EMcEvoy@ebglaw.com>; Gianna Costello <GCostello@ebglaw.com>; Daniella R. Lee <DLee@ebglaw.com>; Kathleen
Barrett <KBarrett@ebglaw.com>; Harlow, James W. <James.W.Harlow@usdoj.gov>

Subject: AAP AR #3

*** EXTERNAL EMAIL ***

Jimmy,

Attached is the certified index for the administrative record due today. | will send you a link to download the
nonconfidential documents in the record.

Thanks,
Isaac

Isaac C. Belfer

U.S. Department of Justice

Civil Division | Federal Programs Branch
(202) 305-7134 | Isaac.C.Belfer@usdoj.gov
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AR #4
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CATEGORIES OF DOCUMENTS MISSING FROM AR #4
(CHILDHOOD IMMUNIZATION SCHEDULE)

As alleged in Plaintiffs’ Fourth Amended Complaint, “[t]he events in the public record
leading up to the January 5 Action demonstrate an orchestrated plan to unilaterally change the U.S.
Childhood Schedule without examining the relevant data or providing a reasonable explanation.”
(ECF 245, q 38; see also 17 39-70). Accordingly, Plaintiffs assert that the following should have
been included in AR #4:

1. All documents related to Cynthia Nevison’s presentation at the December 4, 2025, meeting
of the Advisory Committee on Immunization Practices (“ACIP”) on the “Burden of
Disease,” including documents showing who invited Dr. Nevison to present at the
December 4, 2025, ACIP meeting and why, the materials reviewed or relied upon to
prepare Dr. Nevison’s December 4 presentation, and all communications regarding Dr.
Nevison’s presentation at the December 4, 2025, ACIP Meeting. (See ECF 245, § 40).

2. All documents related to Mark Blaxill’s presentation at the December 4, 2025, ACIP
Meeting on “HBV Vaccine Safety,” including documents showing who invited Mr. Blaxill
to present at the December 4, 2025, ACIP meeting and why, the materials reviewed or
relied upon to prepare Mr. Blaxill’s December 4 presentation, and all communications
regarding Mr. Blaxill’s presentation at the December 4, 2025, ACIP Meeting. (See ECF
245, 4 40).

3; All documents related to Aaron Siri’s presentation at the December 5, 2025, on “The
Childhood/Adolescent Immunization Schedule,” including documents showing who
invited Mr. Siri to present at the December 5, 2025, ACIP meeting and why, the materials
reviewed or relied upon to prepare Mr. Siri’s December 5 presentation, and all
communications regarding Mr. Siri’s presentation at the December 5, 2025, ACIP Meeting.
(See ECF 245, ] 41).

4. All documents related to Tracy Beth Hoeg’s presentation at the December 5, 2025, ACIP
Meeting on the “U.S. vs. Danish Vaccine Schedule,” including documents showing who
invited Dr. Hoeg to present at the December 5, 2025, ACIP meeting and why, the materials
reviewed or relied upon to prepare Dr. Hoeg’s December 5 presentation, and all
communications regarding Dr. Hoeg’s presentation at the December 5, 2025, ACIP
Meeting. (See ECF 245,  43).

5. All documents related to the creation of the Presidential Memoranda dated December 5,
2025, titled “Aligning United States Core Childhood Vaccine Recommendations
with Best Practices from Peer, Developed Countries” (the “Presidential Memo™), including
all drafts of the Presidential Memo,! documents showing who and what prompted the
Presidential Memo, who was involved in drafting the Presidential Memo, who reviewed
and approved a final draft of the Presidential Memo before presented to the President for

! Presumably, the drafts are dated. If not, Plaintiffs request the metadata for these drafts to identify the dates on
which the drafts were written and/or revised.
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signature, and all communications regarding the Presidential Memo. (See ECF 245, §{ 44-
46).

All documents related to the event that was scheduled for Friday, December 19, 2025, but
canceled the day before, that the United States Department of Health and Human Services
(“HHS”) billed as “an event involving children’s health” that a senior HHS official said
was to be about the Danish childhood schedule,? including documents related to why the
event was scheduled in the first place, what was to be announced at the event, scripts and/or
talking points prepared for that event, why the event was canceled, and all communications
related to that event. (See ECF 245, |9 48-51).

Minutes, notes, memoranda, or any other documentation of communications with any peer
country other than Denmark, Germany, or Japan, before the release of the January 5, 2026,
Decision Memo “Adopting Revised Childhood and Adolescent Immunization Schedule”
(“Decision Memo”).

Documents explaining the methodology of how countries were identified as peer countries
for purposes of revising the U.S.’s childhood immunization schedule.

Documents related to the off-the-record press conference held by the Secretary and former
Acting Director O’Neill the morning of January 5, 2026, including all drafts of talking
points and/or scripts for the press conference, and any notes, minutes, or memoranda
documenting what was said by whom at that press conference. (See ECF 245, § 52).

Documents related to the changes made to the CDC’s Childhood and Adolescent
Immunization Schedule by Age that the CDC announced and posted on its website on or
about April 24, 2026, that reverted the childhood schedule to July 2, 2025, and classified
the COVID-19 vaccination as Shared Clinical Decision Making, consistent with the
Secretarial Directive dated May 19, 2025, titled SECRETARIAL DIRECTIVE ON
PEDIATRIC COVID-19 VACCINES FOR CHILDREN LESS THAN 18 YEARS OF
AGE AND PREGNANT WOMEN.

2 https://www.politico.com/news/2025/12/20/rfk-kennedy-danish-vaccine-schedule-denmark-00701999

3 https://www.cdc.gov/vaccines/hep/imz-schedules/child-adolescent-age. html

2
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March 31, 2026

VIA EMAIL

Isaac C. Belfer
United States Department of Justice
Isaac.C.Belfer@usdoj.gov

Re: American Academy of Pediatrics, et al. v. Kennedy, et al.:
Administrative Record On The May 27 Directive

Dear Isaac:

On March 12, 2026, Defendants produced what they claim in a “Certification of
Administrative Record” of that same date to be “a true, correct, and complete copy of the non-
privileged information that was directly or indirectly considered in connection with the May 27
Secretarial Directive on Pediatric COVID-19 Vaccines for Children Less Than 18 Years of Age
and Pregnant Women and the implementation of that directive.” (“May 2025 Directive”)
(emphasis added). Plaintiffs believe that the Administrative Record (“AR”) that Defendants
produced on the May 2025 Directive is far from complete. Plaintiffs expected, but did not see,
multiple categories of documents that should exist and should have been produced in the AR on
the May 2025 Directive but were not. In this letter, Plaintiffs itemize those categories of documents
that they contend are missing from the AR on the May 2025 Directive.

As you know, “[t]he administrative record is that which was before the agency at the time
the decision being reviewed was made, and it consists of all documents and materials directly or
indirectly considered by agency decision-makers and includes evidence contrary to the agency’s
position.” Towns of Norfolk & Walpole v. U.S. Army Corps of Engineers, 137 F.R.D. 183, 185 (D.
Mass. 1991), aff’d, 968 F.2d 1438 (1st Cir. 1992) (emphasis added). In addition, when an agency’s
decision-making process is the central issue in a case brought pursuant to the Administrative
Procedure Act, as in this case, then the government cannot shield documents from disclosure under
the deliberative process privilege. See New York v. Salazar, 701 F.Supp.2d 224, 237 (N.D.N.Y.
2010) (emphasis added) (holding documents could not be withheld on basis of deliberative process
privilege because the “central theme of many of plaintiffs’ claims” was that the “deliberative
process itself was fatally flawed”); see also Texaco Puerto Rico, Inc. v. Dep’t of Consumer Affairs,
60 F.3d 867, 885 (1st Cir. 1995) (acknowledging that the deliberate process privilege is a qualified
privilege—not an absolute one—and that courts consider various factors when determining
whether to permit the privilege, including “the interests of the litigants, society’s interest in the
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accuracy and integrity of factfinding, and the public’s interest in honest, effective government”).
Finally, as Plaintiffs previously noted in our letter dated November 7, 2025, we expect that there
are emails and text messages that influenced the decision makers on the May 2025 Directive.
Currently, the AR on the May 2025 Directive is largely devoid of emails or other electronic
communications. Plaintiffs are entitled to know with whom the Secretary consulted about the May
2025 Directive and the evidence relied upon—whether directly or indirectly—to issue the May
2025 Directive. See Bimini Superfast Operations LLC v. Winkowski, 994 F.Supp.2d 103, 106
(D.D.C. 2014) (holding emails were properly included in administrative record as documents that
were directly or indirectly considered in decision making); see also Towns of Norfolk & Walpole,
137 F.R.D. at 185.

Before I list the categories of documents that Plaintiffs contend should have been produced
in the May 2025 Directive AR but were not, a brief summary of the facts regarding the May 2025
Directive is in order to provide context for Plaintiffs’ contentions.

On May 27, 2025, the Department of Health and Human Services (“HHS”) posted a video
on X in which Secretary Kennedy, with Food and Drug Administration (“FDA”) Commissioner
Marty Makary, and National Institutes of Health (“NIH”) Director Jay Bhattacharya, at his side,
announced that he had directed the Centers for Disease Control and Prevention (“CDC”) to remove
the recommendations that pregnant women and “healthy children” receive a Covid-19 booster. To
be sure, the words spoken in the video were scripted. On that same day, HHS released the May
2025 Directive that instructed the CDC to remove the recommendations that pregnant women and
healthy children receive the Covid-19 vaccine. However, two days later, the CDC did not remove
from the childhood schedule the routine recommendation that children receive the Covid-19
vaccine but instead reclassified the Covid-19 vaccine for children to Shared Clinical Decision-
Making (“SCDM”). To date, neither HHS nor the CDC nor the Secretary have provided any
explanation why the instruction to remove the childhood recommendation was instead changed to
SCDM.

On February 27, 2026, when Defendants filed their second opposition to Plaintiffs’
preliminary injunction motion, Defendants for the first time produced three memos regarding the
May 2025 Directive: (1) a “Decision Memo” dated May 27, 2025, from Sean Keveney, Acting
General Counsel that apparently was delivered to Secretary Kennedy “THROUGH: Cortney
McCormick, Executive Secretary,” the subject of which was: “DECISION — Recission of CDC
Recommendations for COVID-19 Vaccines for Healthy Children and Pregnant Women” (the
“Covid Decision Memo”); (2) a “Memorandum To The Secretary,” “THROUGH: Heather
Melanson, Chief of Staff and Cortney McCormick, Executive Secretary,” from Matthew Memoli,
Principal Deputy Director, NIH, and Sara Brenner, Principal Deputy Commissioner, FDA, the
subject of which was “Medical and Scientific Assessment of Secretary Becerra’s Determination
Recommending COVID-19 Vaccination of Children Less Than 18 Years of Age,” (the
“Memoli/Brenner Memo™); and (3) a memo from Tracy Beth Hoeg of the FDA to Secretary Robert
F. Kennedy, Jr., the subject of which was “COVID-19 vaccine safety in pregnant women” (the
“Heoeg Memo™).
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In light of these facts, Plaintiffs contend that the following categories of documents should

have been produced in the AR on the May 2025 Directive:

1.

10.

Documents' demonstrating when and why Secretary Kennedy? first considered directing
the CDC to remove the routine recommendations that pregnant women and children
receive the Covid-19 vaccine.

Any articles or studies that post-date the onset of the Covid-19 pandemic that Secretary
Kennedy and/or the Office of the Secretary considered to support removing the
recommendation that children receive the Covid-19 vaccine.

Any articles or studies that post-date the onset of the Covid-19 pandemic that Secretary
Kennedy and/or the Office of the Secretary considered to support removing the
recommendation that pregnant women receive the Covid-19 vaccine.

Any analyses of these articles, studies, or data that were performed to justify the changes
in the Covid-19 vaccine recommendations for pregnant women and children.

Documents indicating with whom the Office of the Secretary consulted about issuing the
May 2025 Directive both inside and outside of the federal government.

The script for the May 27, 2025, video and drafts thereof.

Documents demonstrating whether Secretary Kennedy consulted anyone on the Advisory
Committee on Immunization Practices (“ACIP”) before issuing the May 2025 Directive.
Documents explaining why Commissioner Makary and Director Bhattacharya appeared in
the May 27, 2025, video alongside Secretary Kennedy and why leaders from CDC were
excluded.

Documents demonstrating that Secretary Kennedy or the Office of the Secretary consulted
with anyone at CDC about the May 2025 Directive.

In the May 27, 2025, video, Secretary Kennedy stated that there was a “lack of any clinical
data to support the repeat [Covid] booster strategy” for children. The month before,
however, multiple presentations were made at the April 15, 2025, meeting of the ACIP in
which clinical data was presented that demonstrated the opposite: children and pregnant
women should continue to receive Covid boosters. Accordingly, Plaintiffs question
whether Secretary Kennedy did in fact consider the presentations that Defendants produced
in the May 2025 Directive AR numbered HHS_AAP 001006 - HHS_AAP 001018,
HHS AAP 001019 - HHS_AAP 001045, HHS_AAP 001046 - HHS_AAP 001074,
HHS AAP 001075 - HHS_AAP 001089, and HHS_AAP 001090 - HHS_AAP 001158.
Accordingly, Defendants should produce documents demonstrating that Secretary
Kennedy, Commissioner Makary, and Director Bhattacharya actually received, reviewed,
and considered these presentations before making the May 27 video.

I As used herein, “Documents” and “Communications” include emails, text messages, instant messages, voice mail
messages, memoranda, PowerPoint presentations, and any other document, whether in electronic or hard copy form,
related to the specified subject matter.

2 As used herein, “Secretary Kennedy” means Robert F. Kennedy, Jr., the individual, in his official capacity as
Secretary of the Department of Health and Human Services. As used herein, “Office of the Secretary” means Robert
F. Kennedy, Jr., his Chief of Staff, anyone in the Immediate Office of the Secretary, particularly Stephanie Spear,
anyone in the Office of the Secretary, and anyone holding an Agency Leadership position.

See https://www.hhs.gov/about/leadership/index.html.
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11.

12.

13.

14.

I3,

16.

17.

18.

19.

20.

21.

22.
23.

24.

25.

26.

27.

28.

29.

Communications between Commissioner Makary, Director Bhattacharya, the Office of the
Secretary, and Secretary Kennedy related to the May 27, 2025, video announcing the May
2025 Directive.

Attached to the Decision Memo were the Memoli/Brenner Memo, the Heeg Memo, and
the May 2025 Directive. Any other documents that Kennedy considered when drafting the
Decision Memo should be produced.

Documents showing with whom Kennedy consulted about the Decision Memo or who
provided input or revisions to the Decision Memo.

Documents identifying who drafted and offered input or revisions to drafts of the May 2025
Directive.

Communications between Commissioner Makary, Director Bhattacharya, the Office of the
Secretary, and the Secretary related to the May 2025 Directive.

Communications and/or documents related to the CDC’s interpretation of the May
Directive and publication of the updated schedule.

Communications related to the May 2025 Directive that were sent to or received from
Children’s Health Defense.

Communications related to the May 2025 Directive that were sent to or received from the
law firm Siri & Glimstad or from any individual affiliated with the law firm of Siri &
Glimstad.

Communications related to the May 2025 Directive that were sent to or received from the
Informed Consent Action Network.

Communications demonstrating that the Secretary considered Commissioner Makary’s
and Vinay Prasad’s May 20, 2025 New England Journal of Medicine article (“An
Evidence-Based Approach to Covid-19 Vaccination”)—which stated that “pregnancy and
recent pregnancy” are factors which “increase a person’s risk of severe COVID-19.”
Documents that explain why Matthew Memoli and Sara Brenner drafted the
Memoli/Brenner Memo.

Documents that explain why Tracy Beth Hoeg drafted the Heeg Memo.

Communications between Matthew Memoli and Sara Brenner regarding the
Memoli/Brenner Memo.

Communications between Matthew Memoli, Sara Benner, Heather Melanson, and Cortney
McCormick about the Memoli/Brenner Memo and/or the May 2025 Directive.
Communications between Matthew Memoli, Sara Brenner, and Tracy Beth Heeg about the
Memoli/Brenner Memo, the Heeg Memo, or the May 2025 Directive.

Communications between Matthew Memoli, Sara Brenner, the Office of the Secretary, and
Secretary Kennedy about the Memoli/Brenner memo.

Communications between Tracy Beth Heeg, the Office of the Secretary, and Secretary
Kennedy about the Hoeg Memo.

Communications between Matthew Memoli, Sara Brenner, and anyone at the CDC about
the Memoli/Brenner Memo.

Communications between Tracy Beth Heeg and anyone at the CDC about the Hoeg Memo.
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30. Communications between Mathew Memoli, Sara Brenner, and anyone on the ACIP or in
the Office of the Executive Secretary of the ACIP about the Memoli/Brenner Memo and/or
the May 2025 Directive.

31. Communications between Tracy Beth Hoeg and anyone on the ACIP or in the Office of
the Executive Secretary of the ACIP about the Hoeg Memo and/or the May 2025 Directive.

32. Documents demonstrating that Secretary Kennedy, the Office of the Secretary,
Commissioner Makary, and/or Director Bhattacharya considered any of the following
before the May 2025 Directive was issued:

a. the legality of bypassing the ACIP in issuing the May 2025 Directive;
b. the impact that the May 2025 Directive would have on insurance coverage of the Covid
vaccine;
c. the impact that the May 2025 Directive would have on the VFC program;
d. the impact that May 2025 Directive would have on medical practices, other health care
providers, health care facilities, and suppliers;

the impact that the May 2025 Directive would have on pharmacies;

the impact that the May 2025 Directive would have on rates of Covid-19 infection;

the impact that the May 2025 Directive would have on rates of serious illness and/or

death from Covid-19;

the impact that the May 2025 Directive would have on Covid-19 vaccination rates;

the impact that the May 2025 Directive would have on skepticism about the Covid-19

vaccine;

j. the impact that the May 2025 Directive would have on the public’s trust in the Covid-
19 vaccine;

k. the impact that the May 2025 Directive would have on the public’s trust of vaccines in
general.

@ o

=

—

If you contend that any of the foregoing categories of document are protected from
disclosure under any privilege, please specify which privilege Defendants contend apply to each
of the categories of documents delineated above. Further, please provide a privilege log. See Roe
v. Mayorkas, Case No. 22-cv-10808-ADB, 2024 WL 5198705, at *10 (D. Mass. Oct. 2, 2024)
(noting “a growing consensus that agencies must submit a privilege log if they withhold privileged
materials from the administrative record.”); Salazar, 701 F.Supp.2d at 237; Sierra Club v. U.S.
Army Corps of Eng’rs, Case No. 2:20-cv-396-LEW, 2022 WL 2953075, at *3—4 (D. Me. July 26,
2022); Alliance for Retired Ams. v. Bessent, Case No. 25-0313, 2025 WL 2576530, at *2 (D.D.C.
Mar. 4, 2025) (requiring privilege log for documents withheld under the attorney-client privilege);
see also Defs. of Wildlife v. U.S. Dep't of the Interior, No. 18-2090 (4th Cir. Feb. 5, 2019)
(granting motion to compel completion of the administrative record and directing the government
to submit a privilege log identifying any documents withheld under the guise of deliberate process
privilege or any other privilege).
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We would appreciate a response to this letter by April 7, 2026.

Sincerely,

James J. Oh



