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Summary Statement of Deficiencies

. The M Health Fairview Dermatology Bloomington laboratory was found to be out of
compliance with the regulations of the Clinical Laboratory Improvement
Amendments of 1988 (42 C.F.R. part 493) upon completion of the recertification
survey performed on February 27, 2025. The following standard-level deficiencies
were cited: 493.1236 Evaluation of proficiency testing performance .

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 document review and interview with laboratory personnel, the laboratory
failed to verify the accuracy of the single Histopathology test performed in the
laboratory at least twice annually in 2023 and 2024. Findings are as follows: 1. The
laboratory performed Mohs micrographic surgery with microscopic examination
under the specialty of Histopathology as confirmed by the Laboratory Director during
atour of the laboratory at 1:05 p.m. on February 27, 2025. 2. The laboratory was
required to send three Mohs cases and one biopsy case to a peer for biannual
comparison in April and November as established in the Proficiency Testing policy
found in the Proficiency Peer Review section of the Lab Manual. 3. Documentation of
biannual comparisons for 2023 and 2024 was not found during review of |aboratory
records. The laboratory was unable to provide the missing documentation. 4. The
laboratory performed 780 Mohs microscopic examinations annually as indicated on
the Form CMS-2567 provided by the laboratory on the date of survey. 5. In an
interview at 4:10 p.m. on February 27, 2025, the Patient Care Supervisor confirmed
the above findings. .



