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Regulatory Affairs Specialist
Roche Molecular Systems, Inc.
4300 Hacienda Drive
Pleasanton, CA 94588

Re:

the data and information submitted in E
CoV-2 Nucleic acid test for use on the c
Drug Administration (FDA), you have co

the emergency use of the cobas SARS-CoV-2 Nuclej

2021.

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20903
www.fda.gov

October 26, 2022

A001 support the requested updates for the cobas SARS-
bmitting this EUA revision for review by the Food and
s of Authorization stated in the letter authorizing
e on the cobas Liat System issued on June 17,

Uwe Scherf, M.Sc.,

Center for Devices and RadiolGgicz





