e The performance of this test has not been established for monitoring treatment of 2019-nCoV
infection.

e The performance of this test has not been established for screening of blood or blood products for the
presence of 2019-nCoV.

e This test cannot rule out diseases caused by other bacterial or viral pathogens.

Conditions of Authorization for the Laboratory

The CDC 2019-nCoV Real-Time RT-PCR Diagnostic Panel Letter of Authorization, along with the authorized
Fact Sheet for Healthcare Providers, the authorized Fact Sheet for Patients and authorized labeling are
available on the FDA website:
https://www.fda.gov/MedicalDevices/Safety/EmergencySituations/ucm161496.htm

Use of the CDC 2019-nCoV Real-Time RT-PCR Diagnostic Panel must follow the procedures outlined in these
manufacturer’s Instructions for Use and the conditions of authorization outlined in the Letter of
Authorization. Deviations from the procedures outlined are not permitted under the Emergency Use
Authorization (EUA). To assist clinical laboratories running the CDC 2019-nCoV Real-Time RT-PCR Diagnostic
Panel, the relevant Conditions of Authorization are listed verbatim below, and are required to be met by
laboratories performing the EUA test.

e Authorized laboratories® will include with reports of the results of the CDC 2019-nCoV Real-Time RT-
PCR Diagnostic Panel, all authorized Fact Sheets. Under exigent circumstances, other appropriate
methods for disseminating these Fact Sheets may be used, which may include mass media.

e Authorized laboratories will perform the CDC 2019-nCoV Real-Time RT-PCR Diagnostic Panel as
outlined in the CDC 2019-Novel Coronavirus (2019-nCoV) Real-Time RT-PCR Diagnostic Panel
Instructions for Use. Deviations from the authorized procedures, including the authorized RT-PCR
instruments, authorized extraction methods, authorized clinical specimen types, authorized control
materials, authorized other ancillary reagents and authorized materials required to perform the CDC
2019-nCoV Real-Time RT-PCR Diagnostic Panel are not permitted. 2

e Authorized laboratories that receive the CDC 2019-nCoV Real-Time RT-PCR Diagnostic Panel must
notify the relevant public health authorities of their intent to run the test prior to initiating testing.

e Authorized laboratories will have a process in place for reporting test results to healthcare providers
and relevant public health authorities, as appropriate.

e Authorized laboratories will collect information on the performance of the test and report to
DMD/OHT7-OIR/OPEQ/CDRH (via email: CDRH-EUA-Reporting@fda.hhs.gov) and CDC

Lauthorized 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).
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