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February 16, 2023

Khushvanreep Singh M.S.
Regulatory Affairs Specialist
Roche Molecular Systems
4300 Hacienda Drive
Pleasanton, CA 94588

Re: EUA210388
Trade/D, SARS-CoV-2 Nucleic acid test for use on the cobas Liat System (cobas SARS-CoV-2)

the data and information submitted in E

supports the requested updates for use with the cobas
SARS-CoV-2 Nucleic acid test for use on i

ga(cobas SARS-CoV-2). FDA has updated the Fact Sheet

for Healthcare Providers and the Fact Sh 2@hlanguage used in more recent authorizations. By
submitting this EUA revision for review by the Foog istration (FDA), you have complied with the
Conditions of Authorization stated in the letter au gency use of the cobas SARS-CoV-2 Nucleic acid

Sincerely yours,

Uwe Scherf, M.Sc., P
Director, Division of Mi
OHT7: Office of In Vitro Di
Office of Product Evaluation afid Q
Center for Devices and Radiologi

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





