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COVID-19 vaccine development
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(HealthDay)—Following weeks of delay, the White
House on Tuesday approved tough new rules for
COVID-19 vaccine developers that will make it
unlikely that a vaccine will be approved before
Election Day. 

The approval came only after the U.S. Food and
Drug Administration published the updated
guidelines on its website as part of briefing
materials for outside vaccine advisers, The
Washington Post reported. The standards, which
would be applied to an emergency use
authorization for a vaccine, are similar to the
standards for a traditional approval. But the White
House has worried that the criteria would delay
authorization of a vaccine beyond Nov. 3 and sat
on the guidance. The delayed clearance by the
White House came only after White House Chief of
Staff Mark Meadows requested detailed
justification from the agency about the tougher
criteria, The Post reported.

The FDA provided the White House with additional

data, but nothing happened, according to a senior
administration official who spoke on the condition of
anonymity, The Post reported. On Tuesday, the
FDA circumvented the White House and published
the criteria online as part of a briefing package for a
meeting with its vaccine advisory committee that is
scheduled for Oct. 22. Shortly after the standards
were published, the White House approved the new
vaccine guidance. The guidelines recommend that
participants in late-stage vaccine clinical trials be
followed for a median of at least two months,
starting after they receive a second shot.

The head of the FDA section that oversees
vaccines has repeatedly said in public he would
stick to the criteria. He has also said that he has
already told vaccine companies what he was
looking for to grant an emergency use
authorization. "The companies know what we're
expecting," Peter Marks, director of the FDA Center
for Biologics Evaluation and Research, said last
week, The Post reported. He noted the publication
of the guidance was designed to reassure the
American public that the FDA would use stringent
standards in authorizing a vaccine. 

  More information: The Washington Post Article
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