
 

FDA warns of counterfeit home COVID-19
test kits
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The U.S. Food and Drug Administration is warning Americans to watch
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out for phony at-home, over-the-counter COVID-19 tests that look a lot
like the real things.

The counterfeit test kits may put you at risk of unknowingly spreading
the disease or not seeking appropriate medical treatment, the agency
cautions.

The phonies "are made to look like authorized tests so the users will
think they are the real, FDA-authorized test," the FDA said in a 
statement about the fakes. "The FDA is concerned about the risk of false
results when people use these unauthorized tests."

If you get a false reading that you don't have the coronavirus, you could
inadvertently infect others at home, at work or in medical and long-term
care facilities. Also, you might not seek or could discontinue treatment
for COVID-19, the agency explained.

Two fakes the FDA knows of are counterfeit Flowflex COVID-19 test
kits and iHealth Antigen Rapid Test Kits—you can find more details on
how to spot the fakes at the FDA statement. The package and
components of the Flowflex imitation could easily mislead consumers
looking for the authorized Flowflex test.

Certain red flags might help you spot the counterfeits, according to the
FDA. They include:

Poor print quality of images or text on the outside box label or in
the instructions for use included in the box.
Missing information on the outside box label for the product,
such as the lot number, expiration date or barcode or QR codes.
Grammatical or spelling errors in product labeling.
Kit components that do not match the content description. For
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https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/counterfeit-home-otc-covid-19-diagnostic-tests?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/counterfeit-home-otc-covid-19-diagnostic-tests?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/media/152699/download


 

example, missing instructions for use, missing or unfilled
components, different number of components than listed.
The tradename for product printed on component or box labels
differ from the authorized labeling found on the FDA website.
The box label or printed instructions for use look different from
the authorized labeling found on the FDA website.

The FDA has a list of authorized at-home OTC COVID-19 tests. It is not
aware of any counterfeit tests distributed by federal government test
distribution programs. 

What should you do if you have one?

If you suspect you have a counterfeit test, do not use it. Contact the
distributor or store where you bought it to tell them that you have a
counterfeit test, and also inform the manufacturer of the authorized test,
the agency said.

The manufacturer may ask for additional information such as photos of
the packaging to further investigate the issue. After providing any
requested information to the distributor and/or manufacturer, follow the
manufacturer's instructions for returning or disposing of the test.

Talk to your health care provider if you think you were tested with a
counterfeit test and you have concerns about your results, the FDA
advised.

If you think you had a problem with a COVID-19 test, you can report it
through the FDA's MedWatch Voluntary Reporting Form.

  More information: The U.S. Centers for Disease Control and
Prevention outlines what you need to know about COVID-19 testing.
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https://medicalxpress.com/tags/component/
https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/home-otc-covid-19-diagnostic-tests
https://medicalxpress.com/tags/health+care+provider/
https://medicalxpress.com/tags/test/
https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home
https://www.cdc.gov/coronavirus/2019-ncov/symptoms-testing/testing.html
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