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RESPONSE TO CBER COMMUNICATION REGARDING CLINICAL TOPICS (IR 11) 

RECEIVED ON DECEMBER 08, 2020 

The Sponsor acknowledges CBER’s communication regarding Clinical topics (IR 11). 

This document provides the Sponsor’s responses to CBER’s requests (in Bold). 

 

ITEM 6: 

For Subject US3822043, please indicate the site of the vaccine injections (left or right arm). 

 

Sponsor Response: 

Study participant US 3822043 received Dose 1 and Dose 2 of IP in the left arm. 
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