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Tag
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 interview with Laboratory director (LD) and review of laboratory's
Proficiency Testing (PT) records on October 21, 2024, it was determined that the
Laboratory failed to ensure that the accuracy of the Mohstest was verified at |east
twice annually for the years 2022, 2023 and 2024. The findingsinclude: 1. It wasthe
practice of the laboratory to perform Mohs Micrographic Surgery, which is not listed
in the subpart | of the 42 CFR part 493. For the test procedure not listed in subpart |
the laboratory must verify the accuracy of the test procedure twice annually. 2. On
October 21, 2024, at approximately 12:30 pm, the laboratory director affirmed that the
laboratory maintained no documentation to show it verified the accuracy of Mohs
procedure at least twice annually for the years 2022, 2023 and 2024. 3. The
laboratory's testing declaration form, signed by the laboratory director on October 15,
2024, stated that the laboratory had performed 200 Mohs procedures annually.

D6082 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(1)

The laboratory director must ensure that testing systems developed and used for each
of the tests performed in the laboratory provide quality laboratory services for all
aspects of test performance, which includes the preanalytic, analytic, and postanalytic
phases of testing.



This STANDARD is not met as evidenced by:

Based on interview with Laboratory director (LD) and review of laboratory's
Proficiency Testing (PT) records on October 21, 2024, it was determined that the
Laboratory director failed to ensure that testing systems developed and used for Mohs

procedure provides quality laboratory services for all aspects of test performance. See
D5217



