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Summary Statement of Deficiencies

. The M Health Fairvew Clinics and Surgery Center 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 December 20, 2024. The following standard-level deficiency
was cited: 493.1413 Technical consultant responsibilities .

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at least
annually, after thefirst year.

This STANDARD is not met as evidenced by:

. Based on document review and interview with laboratory personnel, the Technical
Consultant failed to ensure one of nine testing personnel was evaluated for
competency for two of two microscopic examinations at least annually in 2023.
Findings are asfollows:. 1. The laboratory performed microscopic examinations for
fungus and parasites as confirmed by Testing Personnel 1 (TP1) during atour of the
laboratory at 1:03 PM on 12/20/2024. 2. Testing Personnel 3 (TP3) was was listed on
the Laboratory Personnel Report (CLIA) as performing moderate compl exity
microscopic examinations. 3. Competency assessment was required annually for all
providers performing microscopic examinations as established in the KOH and
Ectoparasite procedures provided by the laboratory. 4. Annual competency
assessments for microscopic examinations were not found for TP3 during review of
2023 M TS training and competency reports provided by the laboratory. The
laboratory was unable to provide 2023 Competency Assessment documents for TP3
upon request. 5. TP3 performed nine fungal examinations and no parasitic
examinationsin 2023 as indicated in the PPM Testing Log found in the PPM Test



Logs manual. 6. In an interview with TP1 at 2:30 PM on 12/20/2024, TP1 confirmed
the above finding. .



