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Tag
D6047 TECHNICAL CONSULTANT RESPONSIBILITIES

CFR(S): 493.1413(b(8)(i)

The procedures for evaluation of the competency of the staff must include, but are not
limited to direct observations of routine patient test performance, including patient
preparation, if applicable, specimen handling, processing and testing.

This STANDARD is not met as evidenced by:

Based on review of 2022 and 2023 competency documentation and interview with the
testing personnel (TP) #1, the technical consultant (TC) failed to perform direct
observation of 3 of 3 competency evaluations. Findings: 1. Review of 2022 and 2023
competency evaluations reveal ed the technical consultant failed to perform direct
observation for 3 of 3 competencies for testing personnel of moderate complexity
testing. 2. Interview with the TP #1 on July 14, 2023 at 9:00 AM confirmed the TC
failed to perform competencies by direct observation for activated clotting time
(ACT) and prothrombin time (PT). TP #1 stated, "the TC does not come onsite to
perform the competencies, she delegates to atesting personnel.” 3. The laboratory
results approximately 50 ACT and PT patient tests annually.



