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Re: BLA 125742

COVID-19 mRNA Vaccine (BNT162/PF-07302048)

Part 2, final, of the Original Submission – Rolling Biologics License Application 
(BLA)

Dear Dr. Gruber,

Please find enclosed Part 2 of the Original Submission of the rolling Biologics License
Application (BLA) for the BNT162b2 vaccine candidate developed by BioNTech and Pfizer
under BB-IND 19736 for the prevention of COVID-19 caused by SARS-CoV-2 in 
individuals ≥16 years of age.  This vaccine was granted Fast Track Designation for
individuals >18 years of age on 07 July 2020 (Grant Fast Track Designation Letter).

Part 1 of the rolling BLA, containing the complete non-clinical and clinical contents of the
application and Priority Review Designation Request, was submitted on 06 May 2021.  FDA 
acknowledgement of receipt of that submission was received on 13 May 2021, and the 
submission was assigned tracking number BL 125742. This submission (Part 2 of the rolling 
submission) completes the Biologics License Application.  

The User Fee for this application was paid prior to submission of roll 1 of the BLA (05 May 
2021; User Fee ID#PD3017966), and the user fee cover sheet (Form 3397) was submitted 
with the first submission on 06 May 2021.
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The purpose of this submission is to complete the application. This submission is provided in 
electronic Common Technical Document (eCTD) format. The Table of Contents is attached. 
As agreed during the teleconference of 16 April 2016, sequencing data requested by the
Agency on 09 March 2021 will be provided during the course of review of the BLA by 07
June 2021.

Any reference not included with this submission is available upon request.

A Request for Proprietary Name Review will be submitted separately to this BLA as an 
amendment following this submission.

On 10 August 2020 it was agreed that BioNTech could be provided their US License 
Number upon submission of the BLA (as opposed to at approval). We kindly request the US 
License Number for BioNTech with agreement that they will not use it until after the BLA is 
approved.

Should you have any questions regarding this submission, or require additional information, 
please contact me via phone at 215-280-5503; via facsimile at 845-474-3500; or via e-mail at 
elisa.harkinstull@pfizer.com.

Sincerely,

Elisa Harkins
Global Regulatory Lead
Global Regulatory Affairs – Vaccines

CC: Ramachandra S. Naik, Ph.D.
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