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e This product has not been approved or licensed by FDA, but has been
authorized for emergency use by FDA, under an EUA to prevent
Coronavirus Disease 2019 (COVID-19) for use in individuals 16 years of age
and older; and

e The emergency use of this product is only authorized for the duration of
the declaration that circumstances exist justifying the authorization of
emergency use of the medical product under Section 564(b)(1) of the
FD&C Act unless the declaration is terminated or authorization revoked

sooner.
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"WHAT IS THE PFIZER-BIONTECH COVID-19 VACCINE? The
Pfizer-BioNTech COVID-19 Vaccine is an unapproved vaccine that may
prevent COVID-19. There is no FDA-approved vaccine to prevent
COVID-19.”
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AlbertBourla & @AlbertBourla - Mar 10

& Pfizer Inc. & @pfizer - Jan 27

The Pfizer-BioNTech COVID-19 vaccine has
not been approved or licensed by the U.S.
FDA but has been authorized for emergency
use to prevent COVID-19 in individuals 16+.
See conditions of use: cvdvaccine.com
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AlbertBourla & @AlbertBourla - Mar 11
Today we announced important data from our

N comprehensive public health surveillance program
in @lsrael that confirmed high-effectiveness of
the Pfizer/BioNTech #COVID19 vaccine:

on.pfizer.com/3bBITkf (1/5)

& Pfizer Inc. & @pfizer - Jan 27

The Pfizer-BioNTech COVID-19 vaccine has
not been approved or licensed by the U.S.
FDA but has been authorized for emergency
use to prevent COVID-19 in individuals 16+.
See conditions of use: cvdvaccine.com
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:#The vaccine has been approved by the FDA. " : FDA-n > by 9V N

" &m Homepage FAQs Vaccination @ English v

Vaccine Safety and Effectiveness

How do we know if the vaccine is effective? —+

Does the immunity acquired following coronavirus infection last longer than immunity acquired -+
following vaccination?

Is the vaccine safe? -

Yes, it is safe. The vaccine has been approved by the FDA. Vaccines based on mRNA were tested for safety and effectiveness, just like any other
vaccine,
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The voluntary consent of the human subject is -

absolutely essential.
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FDA approves new drugs and biologics.

New drugs and certain biologics must be proven safe and
effective to FDA'’s satisfaction before companies can market
them in interstate commerce. Some examples of biologics
that require approval are therapeutic proteins, vaccines,
cellular therapies, and blood and blood products.
Manufacturers must also prove they are able to make the drug

product according to federal quality standards.

FDA does not develop or test products before approving
them. Instead, FDA experts review the results of laboratory,
animal, and human clinical testing done by manufacturers. If
FDA grants an approval, it means the agency has determined
that the benefits of the product outweigh the known risks for

the intended use.
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See the directory of approved and unapproved finished drugs

on the market.”

(8 12901 2778)

P91 FDA — 0 anxn nby 1w .61

Misuse of FDA’s logo may violate federal law.

FDA'’s logo is for official government use only. FDA’s logo
should not be used to misrepresent the agency or to suggest
that FDA endorses any private organization, product, or
service.

These are just some of the many ways FDA is responsible for

protecting the public health.
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