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Summary Statement of Deficiencies

The surveyor determined this laboratory isin substantial compliance with the
requirements of the Clinical Laboratory Improvement Amendments of 1988
(CLI1A'88).

FACILITY ADMINISTRATION
CFR(S): 493.1100

Each laboratory that performs nonwaived testing must meet the applicable
requirements under 493.1101 through 493.1105, unless HHS approves a procedure
that provides equivalent quality testing as specified in Appendix C of the State
Operations Manual (CMS Pub. 7). (a) Reporting of SARS-CoV -2 test results During
the Public Health Emergency, as defined in 400.200 of this chapter, each |aboratory
that performs atest that isintended to detect SARS-CoV-2 or to diagnose a possible
case of COVID-19 (hereinafter referred to as a"SARS-CoV-2 test") must report
SARS-CoV-2 test results to the Secretary in such form and manner, and at such
timing and frequency, as the Secretary may prescribe.

This CONDITION is not met as evidenced by:

Based on record review and interview, the laboratory failed to report SARS-CoV-2
(Severe Acute Respiratory Syndrome Coronovirus 2) test results for positive and
negative Coronovirus Disease 2019 (COVID-19) performed on the BinaxNOW
COVID-19 Ag Card test kit from May 24, 2021 to September 8, 2021. Findings
include: 1. A review of SARS-CoV-2 test results revealed patients were tested for
SARS-CoV-2 using the BinaxNOW COVID-19 Ag Card test kit, starting May 24,
2021 through September 8, 2021. A total of 496 test were performed (Positive 88 and
Negative 408) during this time period. 2. During an interview on September 09, 2021
at 09:30 AM, the General Supervisor confirmed positive and negative results for
SARS-CoV-2 test were not reported to Alabama Department of Public Health.



