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For IVD, Rx and For Use Under 
Emergency Use Authorization

ORE-100

Superior samples • Proven performance

Collect and stabilize RNA from saliva using a collection device 
authorized by FDA under an EUA for use in SARS-CoV-2 testing
ORAcollect®•RNA is an all-in-one system for the collection, stabilization and transportation of saliva samples 

suspected of containing SARS-CoV-2 RNA. The user-friendly design makes it ideal for self- or assisted collection 

from donors of any age, in a clinic or at home. ORAcollect•RNA stabilizes SARS-CoV-2 RNA at room temperature 

for 72 hours and is compatible with SARS-CoV-2 PCR assays.

Applicable for:
•	 SARS-CoV-2 RNA diagnostic assays

Specifications:
•	 Catalog number: ORE-100 

•	 Sample stability: 72 hours

•	 Shelf life: 24 months

For full product specifications, refer to PD-BR-00240.

Oral sample collection	 EASY • PAINLESS • PROVEN

This sample collection device has not been FDA cleared or approved. This sample collection device has been authorized by FDA under an EUA. 
This sample collection device has been authorized only to collect, stabilize, and maintain during transport, saliva specimens suspected of containing SARS-CoV-2 ribonucleic acid (RNA), not for any other viruses or pathogens.
This sample collection device is only authorized for the duration of the declaration that circumstances exist justifying the authorization of emergency use of medical devices during the COVID-19 outbreak under 
Section 564(b)(1) of the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the authorization is terminated or revoked sooner.

Some DNA Genotek products may not be available in all geographic regions.
ORAcollect and DNA Genotek are registered trademarks of DNA Genotek Inc. All other brands and names contained herein are the property of their respective owners. 
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https://www.fda.gov/media/143416/download

