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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 record review and an interview with the Laboratory Director (LD) the
laboratory failed to verify the accuracy of the potassium hydroxide (KOH) testing
procedures, for fungus and scabies, at least twice annually. All patients tested in the
subspecialties of mycology and parasitology had the potential to be affected. Findings
include: 1. Review of the laboratory's'CLIA Manual," approved by the LD on 9/16/19
by signature and date, failed to find instructions to verify the accuracy of the KOH
testing procedures, for fungus and scabies, at least twice annually. 2. Review of the
laboratory's records failed to find evidence that the laboratory verified the accuracy of
the KOH testing procedures, for fungus and scabies, at least twice annually. 3. An
interview with the LD, on 2/27/20 at 10:35 am, confirmed that the lab failed to
establish and follow a policy to verify the accuracy of the KOH testing procedures, for
fungus and scabies, at least twice annually.



