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D5217 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(S): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.

This STANDARD is not met as evidenced by:

Based on the review of the laboratory's procedure manual, peer review records, and
interview with the Testing Personnel #12 and Laboratory Director, the laboratory
failed to verify the accuracy of the microscopic examinations for histopathology
(Mohs Surgery), at least twice annually as required for tests not included in subpart |
in 2021 and 2022. Findings include: 1. The laboratory's Proficiency Testing policy
(Lab Policy #17) stated that "Every year, arandom sample of five patients and their
related slides will be selected from all microscopic slides prepared within the year for
each Dermatology Surgeon.” 2. On the day of survey, 02/27/2023 at 10:04 am, review
of Mohs surgery peer review records revealed that evaluation and verification activity
was performed for the microscopic examinations for histopathology (Mohs Surgery)
once in 2021 (November 03, 2021) and in 2022 (December 21, 2022) instead of the
twice annually as required. 3. The laboratory performed 4561 and 5816 microscopic
examinations for histopathology (Mohs Surgery) in 2021 and 2022, respectively. 4.
Testing Personnel #12 confirmed when interviewed on 02/27/2023 around 10:30 am
that evaluation and verification activity was performed for histopathology (Mohs
Surgery) once in 2021 and 2022. The Laboratory Director also confirmed the findings
above on 02/27/2023 around 11:30 am.



