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Summary Statement of Deficiencies

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 surveyor review of procedures, laboratory records, and test reports, and
interview with aregional operations manager (Staff A), the laboratory did not verify
the accuracy of frozen section histopathology interpretations in the last two of two
years. Findingsinclude: 1. Review of the 'Frozen Section Biopsies & Mohs
Micrographic Surgery Slides section of policy, M-721-C-i, 'Proficiency Testing,
showed the laboratory had a quality control program that required sending three
random cases of frozen section skin biopsies bi-annually for microscopic exam by a
board certified pathologist. The procedure showed alast revision date of July 2, 2020.
2. Review of laboratory records, the 2025 Frozen Section Patient Log', showed
patient 1 had a shave biopsy analyzed by frozen section on May 1, 2025. 3. Review of
the medical record visit note from May 1, 2025, for Patient 1 showed results for a
shave biopsy histopathology interpretation of a 1.0 cm piece of skin submitted for
frozen analysis with microscopic findings and a diagnosis. 4. Further review of
laboratory records showed no evidence the laboratory verified the accuracy of frozen
section histopathology diagnostic interpretations twice annually in 2025 or 2026. 5.
Interview with Staff A on July 8, 2026, at 10:20 AM confirmed the laboratory had not
followed their procedures for verifying the accuracy of frozen section histopathology
interpretations twice annually.



