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US FDA Guidance on the Development

of COVID-19 Vaccine and Some Issues
Regarding Domestic Vaccine Development
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US Food and Drug Administration issued Guidance for
Industry titled Development and Licensure of Vaccines to
Prevent COVID-19 in June 2020. The guidance describes
the Agency’s thinking and is the most importance reference
regarding anti-COVID-19 vaccines development. There
are 8 candidate vaccines have moved or moving into
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phase III clinical trial. Study designs of all of the trials are
comparable with the considerations in guidance. This article
is to introduce the special considerations in the guidance,
and then to address some issues regarding domestic anti-

COVID-19 vaccines development.
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1 ELIZA MACKINTOSH, GIANLUCA MEZZOFIORE, AND KATIE POLGLASE,
INSIDE THE MULTIBILLION DOLLAR RACE FOR A COVID-19 VACCINE
(2020).
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Food, Drug, and Cosmetic Act (FD&C Act) 701(h)(1)(C) ~ 21 U.S.C.
371(h)(1)(C) 221 CFR 10.115(g)(2)Z FREILENA R » NARRIIIAT]
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8 Section 501(a)(2)(B) of the FD&C Act (21 U.S.C. 351(a)(2)( B)) and
21 CFR Parts 210, 211, and 610.
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