ModernaTX, Inc. MRNA-1273
Response to Comments regarding Clinical topics (IR #6) Dated December 05, 2020

FOLLOW-UP TO THE RESPONSE TO CBER COMMUNICATION REGARDING
CLINICAL TOPICS (IR #6) RECEIVED ON DECEMBER 05, 2020

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

ITEM 1:

As soon as possible, we request that you submit narratives for all the severe COVID-19
cases from the November 25, 2020, data snapshot.

Sponsor Response:
We responded on December 06, 2020 (EUA27073 SN 0004) the following:

Included with this response are the n=11 narratives describing the severe COVID-19 cases at the
time of the 11 Nov data snapshot. There is one case (US3312605) that we would like to bring to
your attention since we have become aware of new information since the 11 and 25 November
data snapshots. The Investigator at this site suspects that the information provided by this
participant may not be reliable and an investigation is currently ongoing. In light of the potential
impact of this development, we expect to have resolution by December 11%, 2020.

Moderna and the Principal Investigator take the accuracy and completeness of all data seriously.
As such, we are in close communication with the investigator and currently awaiting final
assessment from his investigation to fully determine the accuracy and completeness of the data
reported for this case to the Sponsor. We will provide further information as soon as it is available.
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