
Intended Use
The COVID-19 IgG/IgM Rapid Test 
Device is an in vitro immunoassay for 
the direct and qualitative detection of 
anti-SARS-CoV-2 IgM and anti-SARS-
CoV-2 IgG in human whole blood, 
serum or plasma.
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More Information – Independent Lab Test Results:

• Information for Healthcare Providers 
• Instructions for Use
• NCI’s Frederick National Laboratory  for Cancer 

Research Evaluation Report
• Expanded EUA - Approval Letter

Fast. Easy. Accurate.
• Results in 15-minutes
• High accuracy
    • 100% Sensitivity
    • 98.8% Specificity   
• Easy to use
• No equipment required.

EUA Authorized

This test is billable by many healthcare providers including 
Pharmacists with a CLIA waiver, based on coverage,  
coding and reimbursement guidelines for your area.

CLIA Waived

See Medicare Administrative Contractor (MAC)See Medicare Administrative Contractor (MAC) COVID-19 Test PricingCOVID-19 Test Pricing

• 20 Tests
• Disposable pipettes
• Sterile safety lancets

• Package insert
• Alcohol prep pads
• Buffer

https://www.medformance.com/
https://www.medformance.com/covid-19-rapid-antibody-test/
https://www.fda.gov/media/139790/download
https://www.youtube.com/watch?v=XjkGavmxhYM
https://www.accessdata.fda.gov/cdrh_docs/presentations/maf/maf3289-a001.pdf
https://www.accessdata.fda.gov/cdrh_docs/presentations/maf/maf3289-a001.pdf
https://www.medformance.com/wp-content/uploads/2020/10/EUA-Assure-rapid-letter9-23-20.pdf
https://www.medformance.com/wp-content/uploads/2021/01/mac-covid-19-test-pricing-2.pdf

