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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 policies and procedures, testing logs, and
interview, the laboratory failed to verify the accuracy of its KOH (potassium
hydroxide) for fungal elements and Mineral Oil for Scabies tests at |east twice
annually. Findings follow. A. Review of the laboratory's policy and procedure
Genera Laboratory Quality Systems under Proficiency Testing Policy stated, " For
Provider Performed Microscopies, the laboratory will either be enrolled in proficiency
testing or will perform split-specimen testing with another laboratory between the
providers. The provider's results will be evaluated by the laboratory director. If they
compare well, they will be considered 'passing.’ If the provider's results do not agree
well, it will be considered 'unsuccessful' and will be treated accordingly." B. 1.
Review of the Provider-Performed Microscopy Log showed testing personnel #3 first
tested KOH for fungal elements on 01/11/2021 and testing personnel #4 first tested
KOH for fungal elements on 01/26/2021. 2. Review of the Provider-Performed
Microscopy Log showed testing personnel #3 first tested for Scabies on 05/03/2021
and testing personnel #4 first tested for Scabies on 04/30/2021. C. Interview with the
practice manager on March 22, 2022 at 0955 in the office confirmed they did not have
documentation of twice per year accuracy assessments for KOH and Scabies.



