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Dear Dr. Ball:

This is to notify you that your request to update the Instructio
the buffer formulation in the squeeze vial component, (2) include
reformulated buffer reagent, and (3) provide minor ug i

more recent authorizations. By submitting this
you have complied with the Conditions of Aut

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

January 25, 2024

-19 Test to; (1) update
ction study using the

on review, we concur that the data and
or use with the UOL COVID-19 Test.
Patients to reflect language used in
by the*Food and Drug Administration (FDA),
ptter authorizing the emergency use of the
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Director, Division of Microbiology Devices
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