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7.01 – Regulation FD Disclosure.
 
OraSure Technologies, Inc. (“OraSure” or the “Company”) previously submitted an application to the U.S. Food and Drug Administration (“FDA”) for
Emergency Use Authorization (“EUA”) for use of the OraSure SARS CoV-2 Antibody ELISA (“Antibody ELISA”) in the qualitative detection of total
antibodies to SARS CoV-2 in human oral fluid specimens collected with the OraSure Oral Antibody Collection Device (“Collection Device”). After
reviewing the Company’s submission, the FDA requested that the Company provide additional analytical data on sample collection and stability and
resubmit separate EUAs for the Antibody ELISA and the Collection Device. The Company has completed the necessary studies, collected the requested
data and, on May 21, 2021, submitted applications for the separate EUAs as requested by the FDA.

 
 

 
 



 
 
Signatures

Pursuant to the requirements of the Securities and Exchange Act of 1934, the Registrant has duly caused this report to be signed on its behalf by the
undersigned, hereunto duly authorized.
 
  ORASURE TECHNOLOGIES, INC.
     
Date: May 26, 2021  By:  /s/ Jack E. Jerrett
    Jack E. Jerrett
    Senior Vice President, General Counsel and Chief Compliance

Officer
 

 


