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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 observation of the laboratory, areview of the Centers for Medicare and
Medicaid Services (CMS) Clinical Laboratory Improvement Amendments (CLIA)
Application for Certification (Form CMS-116), final patient test reports, lack of
documents, and staff interviews, the laboratory failed to verify the accuracy of the
microscopic synovial fluid crystal identification test in 2024 and 2025, with
approximately 26 patients reported annually. The findings include: 1. Observation of
the laboratory on 02/06/2026 at 9:00 a.m. revealed a microscope used for patient
testing. During the observation testing, person one stated that the microscope was
used for urine sediment analysis and synovial fluid crystal identification. 2. A A
review of the Form CM S-116 completed for the survey revealed that the laboratory
listed synovia fluid crystal identification as atest it performed. 3. A review of fina
patient test reports revealed that the laboratory performed a synovial crystal
identification (ID) on patient 230112 on 06/03/2025. 4. The laboratory could not
provide documentation of verification of accuracy for the microscopic synovial fluid
crystal identification test for 2024 or 2025. 5. An interview with testing person one on
02/06/2026 at 3:00 p.m. confirmed that the laboratory performed approximately 26
synovia fluid crystal identification patients annually and failed to verify accuracy in
2024 and 2025.



