
Covid-19: FDA panel votes to authorise Pfizer BioNTech vaccine
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The US Food and Drug Administration’s (FDA)
independent panel of experts voted on 10 December
in favour of emergency use authorisation for the
Pfizer BioNTech covid-19 vaccine. The FDA is
expected to approve the vaccine within days.
Distribution to the states would then begin
immediately. Full FDA approval will likely follow.

The one day hearing of the Vaccines and Related
Biological Products Advisory Committee was
broadcast live on YouTube, Twitter, and Facebook.
Questionswere raised about the safety of the vaccine
in peoplewhohavehad severe allergic reactions and
carry an epinephrine injection device, after two
allergic reactions were reported in the UK following
vaccination.1 Paul Offit, a vaccine expert at the
Children’s Hospital of Philadelphia, said that “tens
of millions of Americans” might be at risk because of
such allergies. The committee also questioned giving
the vaccine to people aged 16 or 17 and to women
who are pregnant or lactating. The committee voted
17-4 in favour of approving the vaccine with one
abstention.

Next week the FDA will consider emergency use
authorisation for Moderna’s covid-19 vaccine.

Pfizer has said it expects to produce 50 million doses
of its vaccine this year and 1.3 billion by the end of
2021.2 Each person vaccinated is to receive two doses
about a month apart. If approved, Moderna could
provide 100 million doses of its vaccine, which also
requires two injections.3

Several months ago, Pfizer offered the Trump
administration an opportunity to secure additional
supplies of its vaccine, but the offer was not accepted
and the additional supplies were ordered by other
countries, the New York Times reported.4 Alex Azar,
secretary of health and human services, denied the
story.

The Pfizer BioNTech vaccine is expected to be offered
first to healthcare workers, then to residents and staff
of care homes, essential workers, adults with high
risk conditions, people 65 and older, and then to the
rest of the population.

The committee meeting came on a day when the US
saw a record number of cases, hospitalisations, and
deaths. As of 10 December, the US had a total of 15
600,00 cases and 292 000 deaths,5 with 218 690 new
cases and 3157 new deaths.6

On 9 December, Michelle Williams, dean of the
Harvard TCChanSchool of PublicHealth atHarvard,
said there had been four million new cases in
Novemberandalreadyonemillioncases inDecember.
She spoke at a webinar sponsored by Harvard and
the New England Journal of Medicine. Covid-19 was
now the leading cause of death of Americans and the
nation saw the “equivalent of Pearl Harbor” every

day. She expressed concern about vaccine hesitancy
and warned, “How we deal with this is how we deal
with the future.”7

Anthony Fauci, director of the National Institute of
Allergy and InfectiousDiseases, said itwas important
that the US has different vaccines and that testing
increases. He said he favoured keeping schools open
and said it could be done safely. He warned that a
vaccine was not a substitute for public health
measures, such as wearing a mask, physical
distancing, avoiding crowds, and hand washing.
Vaccine hesitancy made it difficult to reach herd
immunity.

By the endof summer 2021, Fauci said, “wemayhave
herd immunity” and life might be “close to normal
by the end of 2021.”

Correction: On 14 December we changed the word “approve” in the title
to “authorise.”
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