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The FDA is collaborating with the National Institutes of Health's (NIH)
RADx program to study the performance of antigen tests with patient
samples that have the omicron variant. RADx recently performed preliminary
studies evaluating the performance of some antigen tests using patient
samples containing live virus, which represents the best way to evaluate
true test performance in the short—term. FEarly data suggests that antigen
tests do detect the omicron variant but may have reduced sensitivity.
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The FDA continues to authorize the use of these tests as directed in the
authorized labeling and individuals should continue to wuse them in
accordance with the instructions included with the tests. Antigen tests are
generally less sensitive and less likely to pick up very early infections
compared to molecular tests. In following the FDA's long—standing rapid test
recommendations, if a person tests negative with an antigen test but is
suspected of having COVID-19, such as experiencing symptoms or have a
high likelihood of infection due to exposure, follow—up molecular testing is
important for determining a COVID-19 infection. If a person tests positive
with an antigen test, they should self-isolate and seek follow—up care with
a health care provider to determine the next steps.
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