ADMINISTRATION

\_‘/@ ¥ u.S. FOOD & DRUG

March 24, 2020

Faith Du,

Regulatory Affairs Manager,
Thermo Fisher Scientific, Inc.
5781 Van Allen Way,
Carlsbad, CA 92008 US

Re: EUA200010/A001
Trade/Device Name: TagPath COVID-19 Combo Kit
Dated: March 21, 2020
Received: March 19, 2020

Dear Ms. Du:

This is to notify you that your request to update the Instructions
to; (1) add manual sample extraction procedures using the Mag
add the Applied Biosystems 7500 Fast system that utilizes D
COVID-19 Interpretive Software v1.1, and (4) include sogas
clarification, is granted. In addition, FDA concurs wit
the product and include reference to the full TagRat
amendment for review by the Food and Drug Adng@ni
Authorization stated in the letter authorizi
March 13, 2020.

incerely yours,

Uwe Scherf, M.Sc., Ph.D.
Director
Division of Microbiology Devices
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

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





