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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 review of the laboratory's quality assurance records from 2018 through 2020
and staff interview, it was revealed the laboratory failed to have documentation of
performing twice annual accuracy assessment for KOH preparationsin 2018 and
2019. Findingsincluded: 1. A review of the laboratory's Parasitology and KOH
Competency Exams from 2018 through 2020 found documentation of verification of
the accuracy of results for KOH preparations done once each year in 2018 and 2019.
The laboratory was not enrolled in a CM S approved proficiency testing program for
Clinical Microscopy. 2. An interview with the clinic manager conducted on
November 5, 2020 at 10:45 a.m. confirmed the laboratory was neither enrolled in a
proficiency testing program nor did the laboratory verify the accuracy of the test
results for KOH at least twice ayear in 2018 or 2019. Key: KOH - Postassiu
hydroxide CMS - Centers for Medicare and Medicaid Services



