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Tag
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 Quality Assessment (QA) records reviewed and laboratory supervisor
interview on February 3, 2023 at 10:10 AM; it was determined that the laboratory
director failed to ensure the compliance with QA requirements. The findings include:
a. On February 3, 2023 at 10:02 AM, the quality assessment (QA) record was
reviewed. The QA showed that the laboratory director did not verify and signed the
QA activitiesin the genera systems, pre-analytic, analytic and post-analytic systems
since June 2021. b. On February 3, 2023 at 10:10 AM the laboratory supervisor
confirmed that the laboratory director failed to verify and signed the QA activities
since June 2021.



