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Sophie Vernay
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376, Chemin de L'Orme
Marcy L'Etoile, FR 69280

Re: EUA200445/S001
Trade/Device Name: SARS-COV-2 R-GENE
Dated: July 9, 2020
Received: July 9, 2020

Dear Ms. Vernay:

This is to notify you that your request to update the Instructions for
include the results of a post authorization clinical evaluation
in the letter authorizing the emergency use of the SARS- COV—
results from testlng the FDA Reference Panel that weregs

> FDA also made minor updates to the IFU,
the Fact Sheet for Healthcare Providers and the F4 bients to reflect more recent authorizations. By
submitting this EUA revision for review by t nistration (FDA), you have complied with the
Conditions of Authorization stated in the lett ergency use of the SARS-COV-2 R-GENE issued on
May 6, 2020.
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