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Tag
D1001 CERTIFICATE OF WAIVER TESTS

CFR(S): 493.15(¢)

Laboratories eligible for a certificate of waiver must-- (1) Follow manufacturers
instructions for performing the test; and (2) Meet the requirements in subpart B,
Certificate of Waliver, of this part.

This STANDARD is not met as evidenced by:

Based on surveyor review of the Accula SARS-CoV-2 Test, Manufactures Package
Insert (MPI), observation of Testing Personnel (TP) and interview with the Site
Supervisor (SS), the laboratory failed to follow the MPI when performing Covid tests
from July 2020 to the date of the survey. The findings include: The laboratory did not
follow the MPI asbelow: 1. The MPI states "Follow standard BSL -2 guidelines when
working with patient samples’ 2. There was no evidence that the laboratory was
following BSL-2 guidelines. 3. The MPI states "Due to the high sensitivity of the
Accula SARS-CoV-2 Test, contamination of the work area with previous samples
may cause false positive results. Clean the Accula Dock". 4. Observation of TP
revealed that TP was decontaminating the work areaonly. 5. The SS confirmed at 10:
00 am on 11/10/21 that the laboratory did not follow the MPI.



