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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 proficiency testing (PT) documentation, and an
interview with the Lab Director (LD) the laboratory failed to verify the accuracy of all
unregul ated analytes test procedures performed, at least twice annually. All patients
have the potential to be affected. Findings Include: 1. Review of 2 of 2 of the
laboratory's 2017 PT documents, and 2 of 2 of the laboratory's 2018 PT documents
provided on the date of inspection did not find a reviewers signature and date, number
of stages for each case, dates sent and received back, or aLD reviewed signature and
date. 2. The LD confirmed the 2017 and 2018 PT documents were missing the above
information and there was no way to verify slides had been sent for peer review. The
interview occurred on 02/20/2019 at 10:13 AM.



