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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 policy, absence of QA (quality assessment) records and
interview with histotechnician 04/17/24, the laboratory director failed to ensure the
QA program was maintained since time of last survey 05/27/21, a period of
approximately 35 months. Findings: Review of laboratory policy "Policy for Monthly
QA Testing" revealed "Each month a monthly QA Checklist and Monthly Patient QA
checklist will be completed....These checklists will be signed by the Laboratory
Director.". Review of laboratory records for 2021, 2022, 2023, and 2024 revealed no
documentation of monthly "QA Checklist" or monthly "Patient QA Checklist".
Interview with histotechnician at approximately 12:00 p.m. confirmed the laboratory
had not maintained the QA program. They stated they had been told it was not
necessary.



