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FDA FACT SHEET 
 

CLIA-Waived Rapid Flu Test Facts 
 
 
Rapid Flu Tests Are Available  
As of February 2018, there is no nationwide shortage of rapid flu tests in the U.S. In fact, there are currently 13 
rapid flu tests available in the U.S. that have demonstrated acceptable clinical performance. Of these, six are 
antigen-based rapid flu tests (commonly referred to as rapid influenza diagnostic tests or RIDTs) and seven are 
nucleic acid-based rapid molecular flu tests that are available for use in primary care. To note, the U.S. Food and 
Drug Administration (FDA) has cleared several rapid molecular flu tests in the last few years. These tests are 
Clinical Laboratory Improvement Amendments (CLIA) waived, meaning they can be used in a doctor’s office, clinic, 
or other facility with a CLIA Certificate of Waiver, and generate results in less than 30 minutes.  These rapid 
molecular flu tests were not affected by the FDA’s January 2017 order reclassifying antigen-based rapid flu tests.   
 
Testing Guidelines 
Testing for the flu is not required to prescribe antiviral medication; nor should antiviral treatment be delayed 
while flu testing results are pending. Per the U.S. Centers for Disease Control and Prevention’s flu testing 
guidelines,  confirmation of flu virus infection by diagnostic testing is not required for decisions to prescribe 
antiviral medication. Decision-making should be based on signs and symptoms consistent with flu illness and 
epidemiologic factors.  Individuals who are at high risk of flu complications and who are experiencing flu-like 
symptoms should promptly consult with a health care professional about appropriate treatment options. 
 
2017-2018 Flu Season 
Due to an earlier than usual flu season combined with high incidence of flu cases, some manufacturers’ marketing 
forecasts may have underestimated the needs for rapid flu tests during the current flu season. Some test 
manufacturers have ramped up production to meet the higher than expected demand, which includes fulfilling 
orders for tests currently on back-order. However, there are many tests still available and a nationwide shortage is 
not occurring at this time.  It is important to emphasize that even though some of the older antigen-based rapid 
flu tests have been phased out from the market, there are many other rapid flu tests that are CLIA waived 
available to health care professionals.  
 
Performance Levels for Antigen-Based Rapid Flu Tests 
In January 2017, the FDA reclassified antigen-based RIDT systems into class II. This reclassification was to help 
improve the overall quality of flu testing. The reclassification was prompted, in part, by recognition that the poor 
sensitivity of some of antigen-based RIDTs resulted in misdiagnosed cases, and, according to anecdotal reports, 
even death. Through this reclassification, the FDA established special controls for antigen-based RIDTs for assuring 
a test’s accuracy, reliability and clinical relevance. Manufacturers of these tests had until January 12, 2018 to bring 
their tests into compliance with the new regulation.   
 
 

https://www.cdc.gov/flu/professionals/diagnosis/clinician_guidance_ridt.htm
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The special controls established for antigen-based RIDTs require, among other things, minimum performance 
levels and analytical reactivity (inclusivity) testing for current circulating virus strains on an annual basis and in 
certain emergency situations. Annual and emergency (new strains) analytical reactivity testing is required to 
provide a process for continued monitoring of the performance of antigen-based RIDTs. The new minimum 
performance requirements for these tests are expected to lower the number of misdiagnosed flu infections by 
promoting the development of new, improved devices that can more reliably detect the virus. 
 
List of Available CLIA-Waived Rapid Flu Tests 
 
Available CLIA-Waived, Antigen-Based Rapid Flu Tests (6): 

• Alere BinaxNOW Influenza A&B Card 2 (Reader) 
• BD Veritor System for Rapid Detection of Flu A+B (Reader) 
• Princeton Biomeditech BioSign Flu A+B (Known Distributors: LifeSign LLC Status Flu A&B, Sekisui 

Diagnostics LLC OSOM Ultra Flu A&B Test, OraSure QuickFlu Rapid A+B Test, Polymedco Poly stat Flu A&B 
Test, LABSCO Advantage Flu A&B, Meridian BioScience ImmunoCard STAT Flu A&B, McKesson Consult 
Diagnostics Influenza A&B) 

• Quidel QuickVue Influenza A+B 
• Quidel Sofia Influenza A+B FIA on the Sofia FIA Analyzer (Reader) 
• Quidel Sofia Influenza A+B FIA on the Sofia 2 FIA Analyzer (Reader) 

Available CLIA-Waived, Nucleic Acid-Based Rapid Flu Tests (7): 
• Alere i Flu A/B 
• BioMerieux BioFire FilmArray RP EZ 
• Cepheid Xpert Flu + RSV Xpress Assay performed on the GeneXpert Xpress System (GXI)   
• Cepheid Xpert Xpress Flu Assay performed on the GeneXpert Xpress System (GXII and GXIV) 
• Mesa Biotech. Inc. Accula Flu A/Flu B Test performed on the Accula Dock 
• Roche Cobas Liat Influenza A/B Assay (formally known as IQuum Liat Influenza A/B Assay) 
• Roche Cobas Liat Influenza A/B+RSV Assay (formally known as IQuum Liat Influenza A/B+RSV Assay) 

Additional Resources 
 

• Microbiology Devices; Reclassification of Influenza Virus Antigen Detection Test Systems Intended for Use 
Directly With Clinical Specimens 

• Diagnosing Flu (CDC) 

• Rapid Influenza Diagnostic Tests (CDC) 

• Flu Test:  How to Find the Virus (WebMD) 

https://www.gpo.gov/fdsys/pkg/FR-2017-01-12/pdf/2017-00199.pdf
https://www.gpo.gov/fdsys/pkg/FR-2017-01-12/pdf/2017-00199.pdf
https://www.cdc.gov/flu/about/qa/testing.htm
https://www.cdc.gov/flu/professionals/diagnosis/clinician_guidance_ridt.htm
https://www.webmd.com/cold-and-flu/flu-guide/flu-tests-detect-specific-viruses

