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10903 New Hampshire Avenue
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Silver Spring, MD 20993-0002

Re:  BLA 125742/45
COMIRNATY (COVID-19 mRNA Vaccine)

Subject: Response to 25 January 2022 Information Request to Provide a Revised
356h and Environmental Assessment or Claim of Categorical Exclusion

Dear Dr. Marks,

Reference is made to the Biologics License Application (BLA) 125742 for COMIRNATY
(COVID-19 mRNA Vaccine), developed by BioNTech and Pfizer for the prevention of
COVID-19 caused by SARS-CoV-2 in individuals >16 years of age issued on 23 August
2021.

Reference is also made to the 16 December 2021 Supplemental Biologics License
Application to expand the indication of COMIRNATY to include adolescents 12 to 15 years
of age and to the 25 January 2022 Information Request requesting a revised FDA form 356h
that includes information regarding all establishments and manufacturing facilities, and an
Environmental Assessment or Claim of Categorical Exclusion. This submission includes a
revised 356h with the requested information. In addition, a Module 1, 1.12.14 Request for
Categorical exclusion is provided.

This submission has been scanned for viruses using McAfee VirusScan Enterprise Version
8.8 and is virus free. The submission is being sent via the Gateway.

Should you have any questions regarding this submission, or require additional information,
please contact me via phone at ®®) or via e-mail at Adrienne.Stafford@pfizer.com.
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Sincerely,

Adrienne Stafford
Director
Global Chemistry Manufacturing and Controls - Vaccines

CC: Ramachandra S. Naik, Ph.D.
CC: Laura Gottschalk, Ph.D.

CC: Captain Michael Smith, Ph.D.
CC: Sarah Lee, MPH

CC: Iryna Zubkova, Ph.D.
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