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Dear Mr. James O’Neill:

Congratulations on your nomination to serve as Deputy Secretary of Health and Human Services
(HHS). If confirmed, the American people will expect you to oversee the Department’s operations
and ensure that its mission to “enhance the health and well-being of all Americans” is carried out
solely in the public’s interest.! Entering this role with other motivations would put Americans’
health and safety — and billions of taxpayer dollars — at risk. To protect the public, I request that,
should you be confirmed, you: (1) recuse from all particular matters involving your former clients
and employers for at least four year; (2) commit not to seek compensation from any company that
you regulate or otherwise interact with while at HHS for at least four years after leaving office;
and (3) commit not to lobby any component of HHS for at least four years after leaving office.

You are a long-time health policy advisor with deep ties to health care companies that have been
investigated by the federal government or that may seek regulatory approval from HHS during
your tenure. For example, you advise Rational Vaccines Inc., which was the subject of a “rare”
investigation by HHS’s Food and Drug Administration (FDA) for “inject[ing] people with [an]
unauthorized herpes vaccine.”? Additionally, as a “close ally” of Trump-backer Peter Thiel,® you
managed one of Thiel’s venture capital firms, Mithril Capital Management,* where you invested in
biotech companies developing medical robots, diabetes treatments, antibody technologies, and
more® — some of which are currently seeking FDA approval.® You left the firm in a “contentious

1 U.S. Department of Health and Human Services, About HHS, https://www.hhs.gov/about/index.html.

2 Washington Post, “FDA Launches Criminal Investigation Into Unauthorized Herpes Vaccine Research,” Marisa
Taylor, April 12, 2018, https://www.washingtonpost.com/national/health-science/fda-launches-criminal-investigation-
into-unauthorized-herpes-vaccine-research/2018/04/12/072dfb8e-3e¢32-11e8-955b-7d2e19b79966 _story.html; Stat
News, “HHS deputy secretary pick O’Neill discloses history of work with vaccine developers,” Daniel Payne, April 3,
2025, https://www.statnews.com/2025/04/03/jim-oneill-hhs-deputy-secretary-nominee-financial-disclosures.

3 Washington Post, “Jim O’Neill, Silicon Valley investor, favored for HHS deputy secretary,” Dan Diamond,
November 25, 2024, https://www.washingtonpost.com/health/2024/11/25/jim-oneill-hhs-deputy-secretary.

4 Mithril Capital Management, Peter Thiel, https://www.mithril.com/our-founders/peter-thiel.

® Mithril Capital Management, Project Adimab, https://www.mithril.com/project/adimab; Public Citizen, “Jim
O’Neill: Unfit to Be the #2 Health Care Leader in America,” December 18, 2024, https://www.citizen.org/article/jim-
oneill-unfit.

6 Fractyl Health, “Fractyl Health Receives FDA Breakthrough Device Designation for Revita in Weight Maintenance
for People with Obesity Who Discontinue GLP-1 Based Drugs,” press release, July 30, 2024,
https://ir.fractyl.com/news-releases/news-release-details/fractyl-health-receives-fda-breakthrough-device-designation;
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exit,” the same year it was investigated by the Federal Bureau of Investigation (FBI) for
potentially defrauding its investors.” Furthermore, you advise and serve on the board of
ADvantage Therapeutics, a pharmaceutical company developing an Alzheimer’s drug that will
require FDA approval.® You have also advised: ADvantage’s subsidiary Klothea Bio, which is
creating a product to slow the aging process;® the brain supplement company Noots;*° and Arcadia
Medicine, which is developing drugs for anxiety and depression that will require regulatory
approval.l! Several of these companies have paid you through consulting fees, advisor fees, or
equity.t2

Your relationships with biomedical companies regulated by HHS will raise concerns about your
impartiality in this role. To mitigate similar conflict-of-interest concerns, several prior appointees,
including officials at HHS, have made voluntary ethics commitments beyond those required under
ethics law, presidential ethics pledges, and even agreements with the Office of Government Ethics
and the Designated Agency Ethics Officials.*® I urge you to do the same.

Business Wire, “Adagio Medical Announces Strategic Restructuring to Accelerate US Pivotal IDE Trial and Product
Innovation,” February 28, 2025, https://www.businesswire.com/news/home/20250228369688/en/Adagio-Medical-
Announces-Strategic-Restructuring-to-Accelerate-US-Pivotal-IDE-Trial-and-Product-Innovation.

"Vox, “The FBI is investigating a venture capital fund started by Peter Thiel for financial misconduct,” Theodore
Schleifer, September 12, 2019, https://www.vox.com/recode/2019/9/12/20859055/mithril-capital-federal-
investigation-peter-thiel-ajay-royan; Expanding Frontier Research, “FBI Release on Thiel’s Mithril Capital Tip of
Iceberg,” Jack Brewer, May 10, 2024, https://www.expandingfrontiersresearch.org/post/fbi-release-on-thiel-s-mithril-
capital-tip-of-iceberg; Bloomberg, “Thiel VC Firm Mithril Sued by Ex-Manager Over ‘Toxic’ Workplace,” Peter
Blumberg, Malathi Nayak, and Lizette Chapman, May 20, 2023, https://www.bloomberg.com/news/articles/2023-05-
20/thiel-vc-firm-mithril-sued-by-ex-manager-over-toxic-management.

8 Advantage Therapeutics, home page, https://advantagetherapeutics.com; Global Newswire, “Renowned Public
Health Advisor Jim O’Neill Joins Board of Directors of Advantage Therapeutics,” March 24, 2023,
https://www.globenewswire.com/news-release/2023/03/24/2633994/0/en/Renowned-Public-Health-Advisor-Jim-O-
Neill-Joins-Board-of-Directors-of-ADvantage-Therapeutics.html; Politico, “Trump picks Jim O’Neill for No. 2 spot at
HHS,” David Lim, November 26, 2024, https://www.politico.com/news/2024/11/26/trump-picks-jim-oneill-for-no-2-
spot-at-hhs-00191827; Stat News, “Trump taps biotech investor Jim O’Neill for HHS deputy secretary,” Lizzy
Lawrence, November 26, 2024, https://www.statnews.com/2024/11/26/trump-picks-biotech-investor-jim-oneill-for-
hhs-deputy-secretary.

% BioSpace, “Advantage Therapeutics Inc. Announces Formation of Klothea Bio, Inc. to Advance Research and
Development of Klotho Protein for Age-Related Therapeutics,” November 25, 2024, https://www.biospace.com/press-
releases/advantage-therapeutics-inc-announces-formation-of-klothea-bio-inc-to-advance-research-and-development-
of-klotho-protein-for-age-related-therapeutics.

10 Noots, “The World’s First All-Natural Limitless Pill That Actually Works,” https://sendnoots.com/.

11 Arcadia Medicine, “Our Pipeline,” https://arcadiamedicine.com/; Letter from James Brendan O’Neill to HHS
Designated Agency Ethics Official Randall J. Hall (“Ethics Agreement™), March 13, 2025, pp. 3-5,
https://extapps2.oge.gov/201/Presiden.nsf/PAS+Index/357A2D53C4C3929F85258C61002C8C44/SFILE/O%27Neill
%2C%?20James%20Brendan%20%20finalEA.pdf.

12.S. Office of Government Ethics, “Executive Branch Personnel: Public Financial Disclosure Report (OGE Form
278e),” James Brendan O’Neill, pp. 4-5,
https://extapps2.oge.gov/201/Presiden.nsf/PAS+Index/731E1C0290410CEF85258C61002C82A7/$FILE/O0%27Neill
%2C%20James%20Brendan%20%20final278.pdf.

13 See, e.g., Letter from Director NIH Nominee Monica Bertagnolli to Senator Elizabeth Warren, August 11, 2023,
https://www.warren.senate.gov/imo/media/doc/Bertagnolli%20Letter%20t0%20Senator%20Warren%2008.2023.pdf;
Office of U.S. Senator Elizabeth Warren, In Response to Senator Warren, FDA Commissioner Nominee Dr. Robert
Califf Makes Strongest Ethics Commitments of Any Senior Biden Administration Official, January 31, 2022, Press
Release, https://www.warren.senate.gov/newsroom/press-releases/-in-response-to-senator-warren-fdacommissioner-
nominee-dr-robert-califf-makes-strongest-ethics-commitments-of-any-senior-biden-administrationofficial.
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First, 1 ask that you commit to recuse from all particular matters involving your former clients and
employers for at least four years. As Deputy HHS Secretary, you would have insight into and
influence over the FDA’s approvals process and could potentially sway HHS’s regulatory
decision-making to favor companies with which you have worked. If, for example, you
participated in a meeting about regulatory approval of Alzheimer’s drugs like those produced by
ADvantage, the public would reasonably question whether you advanced your former company’s
interests at the expense of the public interest. You have agreed to recuse from ADvantage’s
specific-party matters for one year (or two years if you receive a bonus from the company),'* as
required by law.'® But after just one or two years, your relationship with the company will remain
fresh enough to raise serious impartiality concerns. To mitigate even the appearance of a conflict
of interest, you should agree to recuse for four years from particular matters in which ADvantage,
or any of your other former clients or employers, are a party. Former HHS officials, including
former FDA Commissioner Robert Califf and NIH Director Monica Bertagnolli, agreed to recuse
from their former clients’ specific-party matters for four years — going beyond the two-year
recusal requirement in former President Biden’s ethics pledge — as did over a dozen other Biden
appointees.® You should do so as well.

Second, you should commit not to seek compensation from any company that you regulate or
otherwise interact with while at HHS for at least four years after leaving office. For example, if
you were to join a biotech start-up seeking FDA approval soon after leaving HHS, the public
would reasonably question whether the decisions you made in office were influenced by the
prospect of future compensation from a company you regulated. The public may also question
whether you were cashing in on your executive-branch connections and government expertise to
help your new company benefit from insider information to skirt rules that you helped oversee or
to curry favor with HHS and/or its subagencies. For example, former FDA Commissioner Scott
Gottlieb joined the pharmaceutical giant Pfizer just weeks after leaving the FDA, sparking
concerns of revolving-door corruption.!’ Instead, you should follow the example of former FDA
Commissioner Califf, who agreed not to seek compensation from any pharmaceutical or medical
device company that he interacted with during his time in government for four years after leaving
government service, and former NIH Director Monica Bertagnolli who agreed not to work for

14 Letter from James Brendan O’Neill to HHS Designated Agency Ethics Official Randall J. Hall (“Ethics
Agreement”), March 13, 2025, p. 2,
https://extapps2.oge.gov/201/Presiden.nsf/PAS+Index/357A2D53C4C3929F85258C61002C8C44/$FILE/O%27Neill
%2C%?20James%20Brendan%20%20finalEA.pdf.

155 CFR § 2635.502; 5 CFR § 2635.503.

16 See, e.g., Letter from Director NIH Nominee Monica Bertagnolli to Senator Elizabeth Warren, August 11, 2023,
https://www.warren.senate.gov/imo/media/doc/Bertagnolli%20L etter%20t0%20Senator%20Warren%2008.2023.pdf;
Office of U.S. Senator Elizabeth Warren, In Response to Senator Warren, FDA Commissioner Nominee Dr. Robert
Califf Makes Strongest Ethics Commitments of Any Senior Biden Administration Official, January 31, 2022, Press
Release, https://www.warren.senate.gov/newsroom/press-releases/-in-response-to-senator-warren-fdacommissioner-
nominee-dr-robert-califf-makes-strongest-ethics-commitments-of-any-senior-biden-administrationofficial;
Military.com, “Warren Extracts Agreement for Nominees to Refuse Defense Industry Work for 4 Years,” Oriana
Pawlyk, July 13, 2021, https://www.military.com/daily-news/2021/07/13/warren-extracts-agreement-nominees-refuse-
defense-industry-work-4-years.html.

17 Letter from U.S. Senator Elizabeth Warren to Scott Gottlieb re. Joining Board of Directors of Pfizer, July 1, 2019,
https://www.warren.senate.gov/imo/media/doc/2019.07.01%20Letter%20t0%20Scott%20Gottlieb%20re%20j0ining%
20board%200f%20Pfizer.pdf.
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“any pharmaceutical company with annual revenues at or above $10 billion” for four years after
leaving office.'® Even HHS Secretary Robert F. Kennedy Jr., who refused to give up some of his
egregious conflicts, still agreed to not work for a drug company after leaving office.® By doing
the same, you can mitigate concerns about your potential conflicts of interest in this role.

Finally, you should commit not to lobby any component of HHS for at least four years after
leaving office. The rampant revolving door of former government leaders lobbying the agencies
they once led, while their government relationships remain fresh, erodes Americans’ faith in the
federal government.?’ To mitigate that concern, multiple Biden appointees agreed to post-
employment lobbying restrictions, including Defense Secretary Lloyd Austin, Internal Revenue
Service Chief Counsel Marjorie Rollinson, and Treasury Assistant Secretary for Investment
Security Paul Rosen.?! You should commit not to lobby HHS for at least four years after leaving
office, cither as a formal registered lobbyist or informal “shadow lobbyist” — given that former
high-level officials can leverage their influence not only by directly lobbying but through
facilitating others to do so.

By making these commitments, you would increase Americans’ trust in your ability to serve the
public interest during your time at HHS — rather than the special interests of regulated health
companies. | urge you to demonstrate a commitment to public health and integrity and request that
you reply to the following questions in writing by May 14, 2025:

18 Letter from Director NIH Nominee Monica Bertagnolli to U.S. Senator Elizabeth Warren, August 11, 2023,
https://www.warren.senate.gov/imo/media/doc/Bertagnolli%20Letter%20t0%20Senator%20Warren%2008.2023.pdf;
Letter from Ambassador to the Organization for Economic Cooperation and Development Nominee Sean Patrick
Maloney to U.S. Senator Elizabeth Warren, February 9, 2024,
https://www.warren.senate.gov/imo/media/doc/Signed%20Warren%20Letter.pdf; Office of Senator Elizabeth Warren,
“In Response to Senator Warren’s Questions, Secretary of Defense Nominee General Lloyd Austin Commits to
Recusing Himself from Raytheon Decisions for Four Years,” press release, January 19, 2021,
https://www.warren.senate.gov/newsroom/press-releases/in-response-to-senator-warrens-questions-secretary-of-
defense-nominee-general-lloyd-austin-commits-to-recusing-himself-from-raytheon-decisions-for-four-years; Office of
U.S. Senator Elizabeth Warren, “In Response to Senator Warren, Federal Reserve Nominees Make Historic Ethics
Commitments,” press release, February 10, 2022, https://www.warren.senate.gov/newsroom/press-releases/in-
response-to-senator-warren-federal-reserve-nominees-make-historic-ethics-commitments.

19 Office of U.S. Senator Elizabeth Warren, “At Hearing, Warren Slams RFK Jr. for Dangerous Conflicts of Interest,
Profiting From Anti-Vaccine Conspiracies,” January 29, 2025, https://www.warren.senate.gov/newsroom/press-
releases/at-hearing-warren-slams-rfk-jr-for-dangerous-conflicts-of-interest-profiting-from-anti-vaccine-conspiracies.
20 Healthcare Dive, “‘Revolving door’ between HHS and industry could influence regulation, study says,” Emily
Olsen, September 7, 2023, https://www.healthcaredive.com/news/revolving-door-hhs-healthcare-industry-health-
affairs/692981.

2L Office of U.S. Senator Elizabeth Warren, “In Response to Senator Warren’s Questions, Secretary of Defense
Nominee General Lloyd Austin Commits to Recusing Himself from Raytheon Decisions for Four Years,” press
release, January 19, 2021, https://www.warren.senate.gov/newsroom/press-releases/in-response-to-senator-warrens-

uestionssecretary-of-defense-nominee-general-lloyd-austin-commits-to-recusing-himself-from-raytheon-decisions-

for-fouryears; Office of U.S. Senator Elizabeth Warren, “Questions for Mr. Paul M. Rosen, of California, to be
Assistant Secretary of the Treasury for Investment Security, Department of the Treasury, from Senator Elizabeth
Warren,” https://www.warren.senate.gov/imo/media/doc/paul_rosen_-
_revised_responses_to_questions for_the record from_senator warren.pdf; Office of Senator Elizabeth Warren, “At
Nomination Hearing, Senator Warren Secures Unprecedented Ethics Commitments from IRS Chief Counsel
Nominee,” September 28, 2023, https://www.warren.senate.gov/newsroom/press-releases/at-nomination-hearing-
senator-warren-secures-unprecedented-ethics-commitments-from-irs-chief-counsel-nominee.
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https://www.warren.senate.gov/imo/media/doc/paul_rosen_-%20_revised_responses_to_questions_for_the_record_from_senator_warren.pdf
https://www.warren.senate.gov/newsroom/press-releases/at-nomination-hearing-senator-warren-secures-unprecedented-ethics-commitments-from-irs-chief-counsel-nominee
https://www.warren.senate.gov/newsroom/press-releases/at-nomination-hearing-senator-warren-secures-unprecedented-ethics-commitments-from-irs-chief-counsel-nominee

1. Would you receive any advisor fees, consulting fees, bonuses, or other payments from
ADvantage, Rational Vaccines, or any other entity with which you have been affiliated
after the date of your confirmation?

2. Will you commit to recuse from all particular matters involving your former clients and
employers for four years?

3. Will you commit to not seeking employment or board membership with, or another form of
compensation from, a company that you regulated or otherwise interacted with while in

government, for at least four years after leaving office?

4. Will you commit not to lobby HHS for at least four years after leaving office?

Sincerely,

EIizab?th Warren
United!States Senator




