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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 review of |aboratory records and patients records and reports for biosies and
Mohs procedures, the lack of laboratory documents, and interview with alaboratory
administrative person, it was determined that the laboratory failed to at least twice
annually verify the accuracy of test reports from 2 out of 3 testing personsin 2017 and
2018. Findings included: a. Review of Mohs log books for 2017 and 2018 revealed
Testing Persons 1 and 2 both performed procedures. Review of pathology reports
revealed athird testing person provided diagnoses for Biopsiesin 2017 and 2018. b.
The laboratory provided for review documents verifying the accuracy of testing in
2017 and 2018 for Testing Person-1. The laboratory failed to provide documents for
Testing Person-2 and the third testing person. c. An administrative person affirmed (2
/21/19 at 3:00 pm) that there were no documents for "peer review" of histopathol ogy
dlides reported by Testing Person-2 and the third testing person; and thus, the
laboratory failed to at least twice annually in 2017 and 2018, verify the accuracy of
testing for these two testing persons. d. The reliability and quality of biopsy reports
and Mohs procedures by two testing personsin 2017 and 2018 could not be assured in
the absence of dlide reviews to verify the accuracy of testing. A few examples are as
follows: Year Slide # --------=-=-====mrmmmmmmmmeeeeeee 2017 DL-0126 " DL-0127 " DL-
0721 " C17-0429 " C17-0598 2018 DL 18-002 " DL18-003 " DL 18-023 e. Based on
the stated annual histopathology test volumes including biopsies and Mohs
procedures, the laboratory reported between 450 - 2610 reports annually.



