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Tag
D5221 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(s): 493.1236(d)

All proficiency testing evaluation and verification activities must be documented.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's 2022, 2023, and 2024 to date of survey American
Proficiency Institute (API) proficiency testing (PT) documentation and interview with
technical consultant (TC) #2, the laboratory failed to document corrective action for
three of three events of unacceptable results due to clerical error. Findings: 1. Review
of the laboratory's 2022, 2023, and 2024 to date of survey APl PT Performance
Review and Corrective Action forms reveal ed three unacceptable sample results for
three separate test events due to clerical error with no corrective action documented: a.
2022 Chemistry Core 3rd Event: Lipase sample CH-14. b. 2022 Hematol ogy
/Coagulation 2nd Event: INR sample COA-08. c. 2023 Chemistry Core 1st Event:
Troponin sample CM-03. 2. Interview with TC #2 on 3/6/24 at 1:30 p.m. confirmed,
the laboratory failed to document corrective action for three of three events of
unacceptable results due to clerical error.



