Wnited States Denate

WASHINGTON, DC 20510

September 14, 2020

The Honorable Dr. Stephen Hahn
Commissioner of Food and Drugs
Food and Drug Administration
10903 New Hampshire Ave
Silver Spring, MD 20993

Dear Commissioner Hahn:

We write to seek your commitment that the Food and Drug Administration’s (FDA)
review process for potential vaccinations against the coronavirus disease 2019 (COVID-19) will
be fully transparent and accountable. We are encouraged by the development of a number of
vaccine candidates,! and we share the FDA’s goal of facilitating “the timely development of safe
and effective vaccines to prevent COVID-19.”> However, we are concerned that the accelerated
timeline and intense political pressure around the vaccine development process could have the
unintended consequence of undermining public confidence in the safety and quality of an
eventual vaccine.

The rapid speed of COVID-19 vaccine development is unprecedented. Currently, more
than 100 vaccines against COVID-19 are in development around the world,® with 37 currently in
human clinical trials.* The previous record time for a vaccine to move from concept to approval
was four years.® This progress reflects remarkable effort and collaboration by scientists around
the world, as well as significant financial support from governments.® To address public
concerns that the rapid speed of vaccine development could implicate the integrity of the review
process,’ the FDA issued guidelines in June 2020 to assist in the clinical development and
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licensure of vaccines for COVID-19.8 Yet, the Trump Administration continues to apply political
pressure on the agency—including President Trump's promise in his Republican National
Convention speech that a vaccine will be approved by the end of 2020.° The Centers for Disease
Control and Prevention’s (CDC) recent announcement®® that states should be prepared to
distribute a vaccine by November 1 has further raised concerns that the approval process will be
rushed.!! That political pressure risks undermining public confidence in the FDA’s review
process unless the agency commits to expanding transparency even further.

President Trump has been exerting political pressure on the FDA for months, and at
times, the agency has appeared to submit to this pressure. On August 22, President Trump
tweeted, “The deep State, or whoever, over at the FDA is making it very difficult for drug
companies to get people in order to test the vaccines and therapeutics. Obviously, they are
hoping to delay the answer until after November 3rd,”? referring to the presidential election. Just
one day later, at a White House briefing, President Trump announced that the FDA was issuing
an emergency use authorization (EUA) for convalescent plasma, claiming that the treatment is
“safe and very effective” according to the FDA,*® even as senior government scientists and
former FDA officials say that plasma has not been “proven as an effective treatment.”** The
EUA announcement came only a few days after several of the federal government’s top health
officials, including Dr. Francis Collins and Dr. Anthony Fauci, argued to the FDA that the
evidence on the effectiveness of convalescent plasma was too weak to justify its authorization,
due to the lack of a control group in the primary study of its effectiveness.'® Moreover, you
overstated the benefits of convalescent plasma and, following criticism from medical experts,
apologized for the overstatement.®

In March, President Trump promoted an unproven treatment for COVID-19 by declaring
the malaria drug hydroxychloroquine a “game changer” against COVID-19 and called on the
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FDA to “put [it] in use IMMEDIATELY.”%’ On March 28, the FDA issued an EUA for the
drug’s use with patients hospitalized with COVID-19,® but less than a month later, on April 24,
it cautioned that hydroxychloroquine had “not been shown to be safe and effective” for treating
COVID-19 and that it was aware of reports of “serious heart rhythm problems” in COVID-19
patients treated by hydroxycholoroquine.® The FDA revoked the EUA altogether on June 15.%°
Trump advisor Peter Navarro criticized the revocation of the EUA, calling it “a Deep State
blindside by bureaucrats who hate the administration they work for more than they’re concerned
about saving American lives.”?* The former director of the Biomedical Advanced Research and
Development Authority (BARDA), Dr. Rick Bright, has since filed a whistleblower complaint,
alleging that he was demoted because he resisted pressure from the White House and
Administration officials to direct resources toward this unproven and ineffective treatment, in
violation of the terms of the EUA.?

More recently, Axios reported that “[t]o the alarm of some government health officials,
President Trump has expressed enthusiasm for the Food and Drug Administration to permit an
extract from the oleander plant to be marketed as a dietary supplement or, alternatively, approved
as a drug to cure COVID-19, despite lack of proof that it works.””?®> MyPillow founder and CEO
Mike Lindell, who, to be clear, is not a public health expert, and has a financial stake in the
company that develops oleandrin, promoted the drug to President Trump in July along with
Secretary of Housing and Urban Development Ben Carson, and President Trump agreed that “the
FDA should be approving it” even though there is no public data regarding oleandrin’s testing in
animals or humans for efficacy against COVID-19.2* Despite this pressure, the FDA announced
last week that it would not approve oleandrin to be marketed as dietary supplement.?®
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Perhaps in part due to this politicization of scientific review process, polling
unfortunately shows significant public skepticism about a future vaccine. A recent poll found
that only 49% of American adults plan to accept a coronavirus vaccine, with 20% not planning to
be vaccinated and 31% unsure.?® The same poll found that only 25% of Black Americans and
37% of Hispanic Americans plan to be vaccinated.?” A poll released last week from the Kaiser
Family Foundation found that 62% of Americans are worried that “the political pressure from the
Trump administration will lead the FDA to rush to approve a coronavirus vaccine without
making sure that it is safe and effective.”?® In order to achieve broad acceptance with the public,
a future vaccine for COVID-19 will need to overcome public skepticism about the speed of the
process, underlying doubts about vaccine safety,?® long-standing mistrust of the medical system
among communities of color®® — and the effects of the President’s ongoing political interference.

Full transparency throughout the review and authorization process is thus essential to
countering real or perceived politicization and building public confidence in any approved
vaccine. Despite promises of transparency, many vaccine developers have not yet released their
trial protocols, and in some cases they have disclosed information about the trials in closed-door
meetings with investors that has not been made available to the general public.®! In addition to
the efforts FDA has already made to publish its recommendations regarding data needed for
clinical development and licensure of vaccines, a transparent review process will require that
FDA (1) make the data generated by clinical trials and supporting documents submitted to the
FDA by developers available to the public; (2) make the deliberations of the Vaccines and
Related Biological Products Advisory Committee (VRBPAC) open to the public; and, (3)
publish in advance the details of each Phase 3 trial design, including how participants are
recruited, how they will be monitored for severe side effects on an ongoing basis, and under what
circumstances the trial would be terminated early.? Furthermore, given the disproportionate
impact of the pandemic on communities of color and the history of racism in clinical trials, the
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FDA has a responsibility to actively involve communities of color in the review and
authorization process for any treatment or vaccine. The same is true for other populations that are
at elevated risk from COVID-19, including older Americans and people with disabilities.

In order to understand how the FDA is addressing these concerns, we request answers to
the following questions by September 28, 2020:

1. Will all meetings of the VRBPAC to discuss COVID-19 vaccine products, as well as
documents reviewed during these meetings, be open to the public?

2. What steps has the FDA taken to prevent political interference in the agenda or
discussions at the October 22 meeting of the VRBPAC, in light of its timing shortly
before the presidential election?

3. Will data generated by COVID-19 vaccine clinical trials be made available to the
public? What steps will the FDA take to ensure that enough data are made available
to allow the public to evaluate the outcome of the clinical trials, including data used
to inform a decision to issue an EUA, while protecting participant privacy?

4. Will the FDA require public disclosure of the design details of Phase 3 clinical trials
for a COVID-19 vaccine, including the procedure for ongoing monitoring of severe
side effects and the criteria under which the trial would be ended early?

5. How will the FDA assess safety and efficacy for groups with limited participation in
early stage clinical trials, including pediatric patients and pregnant people?

6. What steps has the FDA taken to involve representatives of communities of color,
people with disabilities, older Americans, and other groups at elevated risk from
COVID-19 in the review process for vaccines?

Thank you for your consideration of this urgent matter.

Sincerely,
Elizabeth Warren Margaret Wood Hassan
United States Senator United States Senator
Dianne Feinstein Kirsten Gillibrand
United States Senator United States Senator

Why people of color are vital to getting a successful COVID-19 vaccine,” Karen Weintraub, August 20, 2020,
https://www.usatoday.com/story/news/health/2020/08/20/covid-19-vaccine-trials-need-diverse-
volunteers/3297954001/.
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