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Tag

DO0000 A recertification survey was performed 11/14/2023. The laboratory was found to bein
compliance with the CLIA regulations found at 42 CFR, with one standard-level
deficiency cited.

D6094 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(S): 493.1445(e)(5)

The laboratory director must ensure that the quality assessment programs are
established and maintained to assure the quality of laboratory services provided and to
identify failuresin quality asthey occur.

This STANDARD is not met as evidenced by:

Based on review of laboratory records and confirmed in staff interview, the laboratory
director failed to establish a quality assessment program to ensure the quality of
laboratory services provided. Findings included: 1. The laboratory was asked to
provide documentation indicating a quality assessment program has been established.
No documentation was provided. 2. In an interview on 11/14/2023 at 10:20 am, the
Laboratory Director was asked to provide policies and procedures related to the
laboratory's quality assessment program. None were provided. This confirmed the
findings.



