
 

 

 

 

              
              
              
              
              
              
              
              
              
              
              
              
              
              
              
              
              
              
              
         
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

PLEASE READ THIS COVID-19 TEST KIT NOTICE CAREFULLY BEFORE PURCHASING ANY TEST KITS (DEFINED 
BELOW). THE TEST KITS HAVE BEEN AUTHORIZED BY THE FDA UNDER AN EMERGENCY USE AUTHORIZATION (THE 
“EUA”).  THE EUA AND THIS NOTICE CONTAIN VERY IMPORTANT INFORMATION ABOUT CUSTOMER’S 
OBLIGATIONS, INCLUDING WITH RESPECT TO THE CLINICAL ADMINISTRATION OF THE TEST KITS.   

Information Relating to the Test Kits and Conditions of Use  
a. The Flowflex COVID-19 Antigen Home Test (“Test Kits”), manufactured by ACON Laboratories, 

Inc., are indicated for non-prescription home use for the qualitative detection of the nucleocapsid 
protein antigen from SARS-CoV-2 in anterior nasal swab specimens directly from individuals within 
7 days of symptom onset or without symptoms or other epidemiological reasons to suspect COVID-
19 infection.  The Test Kits are authorized for non-prescription home use with self-collected 
anterior nasal swab specimens directly from individuals aged 14 years and older or with adult-
collected anterior nasal samples directly from individuals aged 2 years or older.  A copy of the EUA 
for the Test Kits is attached hereto as Exhibit A.  The Test Kits are not returnable and purchase 
orders are non-cancellable. 
 

b. The Test Kits have not been FDA cleared or approved.  The Test Kits have been authorized by the 
FDA under an EUA.  The Test Kits are only authorized for the duration of the declaration that 
circumstances exist justifying the authorization of emergency use of in vitro diagnostics for 
detection and/or diagnosis of COVID-19 under Section 564(b)(1) of the Federal Food, Drug and 
Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the declaration is terminated or authorization is 
revoked sooner.  The Test Kits have been authorized only for the detection of proteins from SARS-
CoV-2, not for any other viruses or pathogens. 

 
c. Please note that the EUA also lists materials authorized to be used with the Test Kits. 

 
d. Please carefully read the Fact Sheet for Healthcare Providers for the Test Kits attached hereto as 

Exhibit B and provide it to your Healthcare Providers. 
 

e. Updated copies of the EUA and related Test Kit documentation, including the “Flowflex COVID-19 
Antigen Home Test Package Insert for Healthcare Providers” instructions for use, the “Flowflex 
COVID-19 Antigen Home Test Package Insert” lay user instructions for use, the “Flowflex COVID-
19 Antigen Home Test” box labels. 
 

 
 
 
 
 
 
 
 
 

EXHIBIT A 

Emergency Use Authorization 
 

    

One by Prism 

112 Church Street 
Elkin, NC 28621 
Phone: (877) 200-8968 
Email: Ecommerce@onebyprism.com 
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Fact Sheet for Healthcare Professionals 
(Starts on Following Page) 
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