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James A. Hayward
Chairman, President & CEO
Applied DNA Sciences

50 Health Sciences Drive
Stony Brook, NY 11790

Re: EUA200474/A003
Trade/Device Name: Linea COVID-19 Assay Kit
Dated: July 15, 2020
Received: July 16, 2020

Dear Dr. Hayward:

This is to notify you that your request to update the Instructions fo a COVID-19 Assay Kit to

include; (1) use of the Omega Bio-Tek Mag-Bind Viral RNA Xpgess Ki Company Microlab STARlet
Liquid Handling System, (2) use of the Thermo Fisher Scientifi s) QuantStudio 5 Real-Time PCR
System equipped with QuantStudio Design and Analysis saftwar updates to the IFU to incorporate
the additional, validated extraction method and rea nt, is granted. Upon review, we concur that

uested updates for use with the Linea
COVID-19 Assay. By submitting this EUA revisign fd i ood and Drug Administration (FDA), you have
complied with the Conditions of Authorizatio i alauthorizing the emergency use of the Linea
COVID-19 Assay Kit issued on May 13, 2020.
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