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Section 564 of the Federal Food, Drug, and Cosmetic Act Fact Sheet Overview. An
Emergency Use Authorization (EUA) under Section 564 of the Federal Food, Drug,
and Cosmetic Act (FD&C Act) 1 allows for the special use of drugs and other
medical products during certain types of emergencies. 2 The EUA authority was
added by the Project BioShield Act of 2004, which amended the FD&C Act, among
other 
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The US Food and Drug Administration OK'd a highly effective COVID-19 vaccine
developed by the drugmakers Pfizer and BioNTech, FDA said Friday in a letter on
the authorization "a significant 

Authorization Letter Food And Drug

Administration (FDA) issue an Emergency Use Authorization (EUA) for emergency
use of bamlanivimabfor thetreatment ofmild to moderate coronavirus disease 2019
(COVID-19), as described in the Scope of Authorization (Section II) of this
letter,pursuant to Section 564 of the Federal Food, Drug, and Cosmetic Act (the
Act) (21 U.S.C. §360bbb-3).

November 10, 2020 Eli Lilly and Company Attention 

Declaration that Circumstances Exist Justifying Authorizations Pursuant to Section
564 of the Federal Food, Drug, and Cosmetic Act (March 2, 2020) 04/09/2020 Face
Shields (209KB) (Reissued 04/13/2020)

Emergency Use Authorization | FDA

The FDA is expected to quickly give the green light for emergency use
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authorization of the shot, following the panel’s recommendation that the benefits
of Moderna’s vaccine outweighed the 

Letter of Authorization - Food and Drug Administration

This letter is in response to your request that the Food and Drug Administration
(FDA) issue an Emergency Use Authorization (EUA) for emergency use of oral
formulations of chloroquine 
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