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1Authorized Laboratories: For ease of reference, the Letter of Authorization refers to “laboratories certified under the Clinical 
Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. § 263a, to perform high complexity tests” as “authorized 
laboratories.”
2If an authorized laboratory is interested in implementing changes to the CDC 2019-nCoV Real-Time RT-PCR Diagnostic Panel that 
are not in the scope (Section II) of this letter of authorization FDA recommends you discuss with FDA after considering the policy
outlined in Immediately in Effect Guidance for Clinical Laboratories and Food and Drug Administration Staff: Policy for Diagnostics 
Testing in Laboratories Certified to Perform High Complexity Testing under CLIA prior to Emergency Use Authorization for 
Coronavirus Disease-2019 during the Public Health Emergency (https://www.fda.gov/media/135659/download).


