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(X4) 1D Prefix Summary Statement of Deficiencies
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 areview of the laboratory's verification of accuracy documents and staff
interview, the laboratory failed to evaluate or document the twice-yearly verification
of accuracy in one of six cases reviewed in 2023 and 2024. The findingsinclude: 1. A
review of the laboratory's twice-yearly verification of accuracy, performed by case
comparison with an outside |aboratory, revealed no evaluation or documentation of
failed performance in one of six cases reviewed in 2023 and 2024: 2023 Fall event-
sample number TS23-101 indicated a diagnosis of basal cell carcinomawith two
stages. Evaluation by the outside laboratory indicated no cancer present in Stage | and
agreement with the diagnosis on the map. There was no documented evaluation of the
findings. 2. Aninterview with the laboratory director on 6/14/2024 at 10:40 am.
confirmed the laboratory failed to evaluate the verification of accuracy report for 2023
Fall, sample TS23-101.



