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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 document review and interview with laboratory personnel, the laboratory
failed to perform and document testing accuracy verification activities for 3 of 3
microscopic examinations at least twice annually in 2021. Findings are as follows: 1.
The laboratory performed microscopic examinations for fungus, parasites, and viruses
under the specialty of Microbiology as confirmed by the Dermatology Manager (DM)
during atour of the laboratory at 10:00 a.m. on 03/28/22. 2. Requirements for twice
annual verification of accuracy testing for KOH fungal preparations (KOH), Scabies
parasite preparations (S), and Tzanck virus preparations (T) were established in the
laboratory's Dermatology Quality Assurance Plan found in the CLIA Quality Control
manual. 3. Verification of testing accuracy documentation for the three microscopic
examinations was not found during review of laboratory records from 2021. The
laboratory was unable to provide the missing documentation upon request. 4. The
laboratory's KOH, Tzanks (sic) and Scabies |og indicated patient samples received
microscopic examinations for fungus and parasitesin 2021. See below. 2021 Test
Number of patients KOH 66 S5 T 05. Inan interview at 11:30 am. on 03/28/22, the
DM confirmed the above finding.



