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Tag
D5211 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(S): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:

Based on review of Proficiency Testing (PT) records from 2023 and interview with
the technical supervisor (TS-1), the laboratory failed to provide a documented review
of the PT results for testing eventsin the specialty of Chemistry. Findingsinclude: 1.
The laboratory performs patient testing in the specialty of Chemistry with an
approximate annual test volume of 15,673. 2. The laboratory participatesin PT testing
through American Proficiency Institute (API) for al reported analytes. It participates
in three events annually for all regulated analytes. 3. No evidence, either by written
comment or signature, was presented during the survey conducted on 9/11/24 to
indicate the laboratory director or the designated technical supervisor reviewed the PT
results for the first and second Chemistry Core testing events of 2023. 4. The TS-1
interviewed on 9/11/24 at 10:10 AM confirmed that the review of the PT results
indicated above were not documented.



