
Option 1 - Swab Test Procedure in Reagent Solution Tube: 
 

 
in vitro Diagnostic Use 
Sampinute™ COVID-19 Antigen MIA 
Quick Reference Guide 
BMD013BQUS Rev0B Date 2020-10 

For use under the Emergency Use Authorization (EUA) only  
 

 

Aseptically take off and discard the cap from the tube.

If a vortex mixer can be used, vortex for at least 1 
minute the collection tube to ensure thorough mixing. 

 
 

 

 

 

  
 

 

  
The Sampinute™ COVID-19 Antigen MIA is a magnetic force-assisted electro- 
chemical sandwich immunoassay for use with the Sampinute™ Analyzer, 
intended for the qualitative detection of receptor binding domains (RBDs) spike
proteins from SARS-CoV-2 in nasopharyngeal swab specimens directly 
collected or collected in either BD Universal Viral Transport Media, Copan UTM-
RT or CDC’s formulation of VTM from individuals 
who are suspected of COVID-19 by their healthcare provider within the rst ve

Refer to the CDC Interim Guidelines for Collecting, Handling, and Testing 
Clinical Specimens from Persons for Coronavirus Disease 2019 (COVID-19) 
https://www.cdc.gov/coronavirus/2019-nCoV/lab/guidelines-clin- 
ical-specimens.html 

days of symptom onset. 
Read thoroughly the Sampinute™ Analyzer User Manual and Sampinute™ 
COVID-19 Antigen MIA test cartridge insert before reading the Quick Reference 
Guide or conducting a test, as it is not a complete comprehensive insert. 
The Sampinute™ Analyzer should be operated at room temperature between 
15°C and 30°C (59°F and 86°F) and 10% - 80% relative humidity. The reagent 
solutions should be stored at room temperature (15-30°C, 59-86°F) upon testing. 
It is recommended that the specimens upon collection are processed and 
analyzed as soon as possible. The specimen would only be viable for processing 
for up to one hour. 

Option 2 - Swab Test Procedure in Viral Transport Media: 
Do not use tips, tubes or caps taken from other products. 
If frozen specimens were prepared, melt the frozen specimens completely before the test. 

 

 

For UVT, UTM, VTM and transport media prepared according to the CDC protocol    
for SOP-DSR-052-05, specimens can be stored at room temperature (15-30°C, 
59-86°F) for up to 3 hours and at 2-8°C (36-46°F) for up to 48 hours after 
collection. If a delay in testing or shipping is expected, store specimens (either 
dry swab or VTM) at -70°C (-94°F) or below. Check the expiration date on the 
outer test kit package and each individual test package before using.

Swirl the swab in the solution for 15 seconds. Plunge the 
swab in vertical motion for at least another 15 seconds in 
the solution. Mix thorougly by either icking the bottom of 
the tube or swirling. Ensure that the solution does  not 
splash out of the tube when swirling and plunging. 

 

This test has not been FDA cleared or approved; the test has been authorized by FDA under an 
Emergency Use Authorization (EUA) for use by laboratories under theCLIAthat meet the 
requirements to perform moderate or high complexity tests. 
This test is only authorized for the duration of the declaration that circumstances exist justifying 
the authorization of emergency use  of  in  vitro  diagnostic  tests  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),unlesstheauthorization isterminatedor revokedsooner.



Interpretation of Results 

Positive Test Results: SARS-CoV-2 proteins are present. However, it does not 
rule out co-infection with other pathogens. 
Negative Test Results: Negative results are presumptive and
with a molecular assay, if necessary, for patient management may be 
performed. Negative results do not rule out SARS-CoV-2 infection and should 
not be used as the sole basis for treatment or patient management decisions, 
including infection control decisions. 

 

 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 


