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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D2010 TESTING OF PROFICIENCY TESTING SAMPLES

CFR(S): 493.801(b)(2)

The laboratory must test samples the same number of times that it routinely tests
patient samples.

This STANDARD is not met as evidenced by:

A review of American Proficiency Institute (API) Proficiency Testing (PT) attestation
statements and an interview with the clinical manager revealed that the laboratory
failed to test PT samplesin the Microbiology PT events for Potassium Hydroxide
(KOH ) testing the same number of times that it routinely tests patient samples.
Approximately 125 KOH tests are performed annually. Findingsinclude: 1. A review
of the attestation statements for the API 2021 Microbiology 1st Event, 2022
Microbiology 2nd Event, and 2022 Microbiology 3rd event, at approximately 4:00
PM on 4/17/23, revealed that multiple providers attested to performing the testing on
the KOH sample slides. 2. The API Microbiology events contain 2 slides per event. In
the 2021 Microbiology 1st Event the attestation statement lists 5 Testing Personnel
(TP) that each read both dlides. The attestation statement for the 2022 Microbiology
2nd Event lists 4 TP that each read both slides. The 2022 Microbiology 3rd event
attestation statement lists 6 TP that each read both dlides. 3. In an interview with the
clinical manager at approximately 4:30 PM on 4/17/23, it was stated that all the
providers that participate in the PT event will each read the slides and cometo a
consensus before submitting the results for the PT testing. 4. In an interview with the
clinical manager at approximately 4:30 PM on 4/17/23, it was confirmed that the
laboratory PT testing was not performed the same number of times that it routinely
tests patient samples.



