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Covid-19: FDA set to grant full approval to Pfizer vaccine without

public discussion of data

Gareth lacobucci

Transparency advocates have criticised the US Food
and Drug Administration’s (FDA) decision not to hold
a formal advisory committee meeting to discuss
Pfizer’s application for full approval of its covid-19
vaccine.

Last year the FDA said it was “committed to use an
advisory committee composed of independent experts
to ensure deliberations about authorisation or
licensure are transparent for the public.”* But in a
statement, the FDA told The BM]J that it did not
believe a meeting was necessary ahead of the
expected granting of full approval.

“The FDA has held numerous meetings of its Vaccines
and Related Biological Products Advisory Committee
(VRBPAC) related to covid-19 vaccines, including a
22 October 20202 meeting to discuss, in general, the
development, authorisation, and licensure of covid-19
vaccines,” an FDA spokesperson said.

“The FDA also has held meetings of the VRBPAC on
all three covid-19 vaccines authorised for emergency
use and does not believe a meeting is needed related
to this biologics license application.”

The spokesperson added, “The Pfizer BioNTech
covid-19 vaccine was discussed at the VRBPAC
meeting on 10 December 2020.3 If the agency had any
questions or concerns that required input from the
advisory committee members we would have
scheduled a meeting to discuss.”

The vaccine has already been rolled out to millions
of Americans through an emergency use
authorisation. Companies typically apply for full
approval after a longer period has elapsed so that
more data are available for review.

But with the US government indicating this week that
it plans to start making booster shots widely available
next month, experts said the decision not to meet to
discuss the data was politically driven.

Data scrutiny

Kim Witczak, a drug safety advocate who serves as a
consumer representative on the FDA’s
Psychopharmacologic Drugs Advisory Committee,*
said the decision removed an important mechanism
for scrutinising the data.

“These public meetings are imperative in building
trust and confidence especially when the vaccines
came to market at lightning speed under emergency
use authorisation,” she said. “The public deserves a
transparent process, especially as the call for boosters
and mandates are rapidly increasing. These meetings
offer a platform where questions can be raised,
problems tackled, and data scrutinised in advance
of an approval.”
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Witczak is one of the more than 30 signatories of a
citizen petition® calling on the FDA to refrain from
fully approving any covid-19 vaccine this year to
gather more data. She warned that without a meeting
“we have no idea what the data looks like.”

“It is already concerning that full approval is being
based on 6 months’ worth of data despite the clinical
trials designed for two years,” she said. “There is no
control group after Pfizer offered the product to
placebo participants before the trials were completed.

“Full approval of covid-19 vaccines must be done in
an open public forum for all to see. It could set a
precedent of lowered standards for future vaccine
approvals.”

Public discussion

Diana Zuckerman, president of the National Center
for Health Research, who has also spoken at recent
VRBPAC meetings, told The BMJ, “It’s obvious that
the FDA has no intention of hearing anyone else’s
opinion. But if you make decisions behind closed
doors it can feed into hesitancy. It’s important to have
a public discussion about what kind of data are there
and what the limitations are. As we think about risk
versus benefit, we need to know.”

Joshua Sharfstein, vice dean for public health practice
and community engagement at the Johns Hopkins
Bloomberg School of Public Health and former FDA
deputy commissioner during the Obama
administration, said that advisory committee
meetings were more than just a way of receiving
scientific input from outside experts. “It’s also an
opportunity to educate the public about the important
work that the FDA has done reviewing an enormous
amount of data about a product,” he told The BMJ.
“It’s a chance for questions to be asked and answered,
building public confidence.

“If there are no advisory committee meetings prior
to licensure, the FDA should consider taking extra
steps to explain the basis of its decisions to the
public.”

On 18 August, before the news that the FDA would
not be holding a formal committee meeting, the
president of the Infectious Diseases Society of
America Barbara Alexander praised the impact of the
VRBPAC meetings as “a critical and necessary part”
of the process for assessing whether to give booster
doses.°
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