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Summary Statement of Deficiencies

TESTING OF PROFICIENCY TESTING SAMPLES
CFR(S): 493.801(b)(1)

The samples must be examined or tested with the laboratory's regular patient
workload by personnel who routinely perform the testing in the laboratory, using the
laboratory's routine methods

This STANDARD is not met as evidenced by:

Based upon review of 2021, 2022 and 2023 CAP PT (Proficiency Testing) records
and interview with the TC (Technical Consultant) on 10/11/2023, the laboratory failed
toinclude 2 of 6 TP (Testing Personnel) in the participation of 6 Clinical Microscopy
challenges received from their PT provider during these years. Findings. Review of
the 2021, 2022 and 2023 CAP PT records reveal that TP #1 and TP #2 did not
participate in any of the 6 Clinical Microscopy PT events completed by the laboratory.
Review of the Attestation Forms for these 6 events did not bear any evidence of their
participation. During interview at approximately 11:00 am., the TC confirmed the
absence of participation in Clinical Microscopy PT events by TP #1 and TP #2.



