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Summary Statement of Deficiencies

FACILITIES
CFR(S): 493.1101(c)

The laboratory must be in compliance with applicable Federal, State, and local
laboratory requirements.

This STANDARD is not met as evidenced by:

Based on Surveyor observation of COVID test results and interview with the General
Supervisor (GS) the laboratory failed to report COVID test results to the state of New
Jersey (NJ) under the NJ requirements for a NJ State Clinical Laboratory License
(NJCLL) under New Jersey Statutes Annotated: N.J.A.C. 8:44-2.11(a) Reporting by
laboratory supervisorsin the calendar years 2022 and 2023. The finding includes: 1.
There was no documented evidence that the laboratory reported positive and negative
COVID test results to the State of NJ. 2. The GS confirmed on 12/12/23 the
laboratory was not following the state statute. .



