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TPP – Element 14

Registration and Prequalification 

Type of license- e.g. is it experimental

WHO US FDA

WHO prequalified and/or meets 
criteria for EUAL (Emergency Use 
Assessment & Listing Procedure. 

Emergency Use Authorization, 
Expanded Access Program.

EUA requires detailed information on efficacy, short 
term safety and manufacturing processes. 



Vaccines and Related Biological Products 
Advisory Committee December 10, 2020

• https://www.fda.gov/advisory-
committees/advisory-committee-
calendar/vaccines-and-related-biological-
products-advisory-committee-december-10-
2020-meeting-announcement

https://www.fda.gov/advisory advisory-committees/advisory advisory-committeecommittee-calendar/vaccines vaccines-and -relatedrelated-biologicalbiological-productsproducts-advisoryadvisory-committeecommittee-december -10 -2020 -meetingmeeting-announcement


FDA Meeting December 10, 2020







Questions?
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