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RESPONSE TO CBER COMMUNICATION REGARDING CLINICAL TOPICS (IR #17)
RECEIVED ON DECEMBER 12, 2020

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

ITEM 3:

Case Narratives: Please provide the case narrative for the vaccine recipient with
anaphylaxis (US3262133).

Sponsor Response:

The requested case narrative is provided with this submission.
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