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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 quality assessment records review, lack of documentation, and interview
with the office manager, the laboratory failed to verify 1 of 2 tests performed,
histopathology Mohs' Micrographic frozen section test accuracy at least twice
annually for 1 of 2 yearsreviewed, (2019). The laboratory performed approximately
35 frozen section cases per year with 1 to 2 stages (biopsy) collected. Findings
include: 1. Quality assessment records review failed to include documentation the
laboratory verified test accuracy twice annually in 2019. 2. In an interview conducted
on 02/12/2021 at approximately 10:30 A.M., the office manager stated there was a
change in the office manager in 2019 and the quality assessment program time table
was not followed. THISIS A REPEAT DEFICIENCY.

D5607 HISTOPATHOLOGY
CFR(S): 493.1273(d)(f)

(d) Tissue pathology reports must be signed by an individual qualified as specified in
paragraph (b) or, as appropriate, paragraph (c) of this section. If acomputer report is
generated with an electronic signature, it must be authorized by the individual who
performed the examination and made the diagnosis. (f) The laboratory must document
all control procedures performed, as specified in this section.

This STANDARD is not met as evidenced by:
Based on patient test records review, laboraotry procedure manual review, lack of



documentation, and interview with staff, the qualified person failed to sign one of 11
Mohs maps as required. The laboratory performed approximately 35 Mohs frozen
section histopathology cases per year. Findingsinclude: 1. Patient test records for
Mohs case #30 collected on 04/02/2019 failed to include the final diagnosis and
signature of the qualified board certified dermatologist on the Mohs Map as stated in
the laboratory procedure. 2. In an interview on 02/12/2021 at approximately 10:15 A.
M. the laboratory manager confirmed the Mohs map failed to include that the
specimen was free of tumor after the first stage.



