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Summary Statement of Deficiencies

Based on review of 2020 and 2021 SARS-CoV-2 test records and interview with the
TC (technical consultant) 12/1/21, the |aboratory failed to report negative SARS-CoV -
2 test results to state or local public health authorities as required. Findings: Review of
2020 and 2021 SARS-CoV-2 test records revealed the laboratory started performing
COVID testing on 12/17/20. Review of 2020 and 2021 SARS-CoV-2 records revealed
the laboratory failed to report approximately 383 negative SARS-CoV-2 test results to
state or local public health authorities on 136 days of testing from 12/17/20 through 10
/27/21 as described below: 1. December 17-31, 2020 - 65 negative results not reported
on 13 days of testing; 2. January 2021 - 104 negative results not reported on 28 days
of testing; 3. February 2021 - 35 negative results not reported on 19 days of testing; 4.
March 2021 - 29 negative results not reported on 20 days of testing; 5. April 2021 - 27
negative results not reported on 18 days of testing; 6. May 2021 - 7 negative results
not reported on 7 days of testing; 7. June 2021 - 14 negative results not reported on 7
days of testing; 8. July 2021 - 3 negative results not reported on 3 days of testing; 9.
August 2021 - 0 negative results; 10. September 2021 - 1 negative result not reported
on 1 day of testing; 11. October 1-27, 2021 - 98 negative results not reported on 20
days of testing. During interview at approximately 10:35 am., the TC stated that the
laboratory faxes positive COVID results to the health department but does not report
negative COVID test results. The TC stated they were unaware that they were
required to report negative COVID results.

Based on review of the laboratory's policies and procedures and interview with the TC
(technical consultant) 12/1/21, the laboratory's procedure manual was not complete
and current for the SARS-CoV -2 testing performed. Review of the laboratory's
procedure manual revealed it did not include a written step-by-step procedure for
reporting positive and negative patient SARS-CoV-2 test results to state or local
public health authorities. During interview at approximately 10:35 am., the TC
confirmed the laboratory did not have a procedure for reporting positive and negative
patient SARS-CoV-2 test results to appropriate public health authorities.



