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Review Slip

IND Number : 27034EUA
Amendment Number : 132

Submission : 09-APR-2021
09-APR-2021

Types : EUA/ FACT SHEET (PROVIDER)/ REVISED
EUA/ FACT SHEET (RECIPIENT)/ REVISED
EUA/ OTHER/ Extend Authorization for Individuals 12-15 Years of Age
EUA/ OTHER/ PHARMACOVIGILANCE PLAN, CRFs, DATA SETS
EUA/ OTHER/ Response to IR dated 31 MAR 2021

IND Title :  Human Coronavirus mRNA Vaccine (SARS-CoV-2 Spike Protein; BNT162b2) in Lipid Nanoparticles (ALC-
0315, ALC-0159, DSPC and Cholesterol) (Pfizer-BioNTech COVID-19 Vaccine)

Proposed Use : Prevention of COVID-19 in individuals 16 years of age and older
Sponsor : BioNTech Manufacturing GmbH (in partnership with Pfizer Inc)
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