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Tag
D6053 TECHNICAL CONSULTANT RESPONSIBILITIES

CFR(S): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at |east
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:

Based on areview of competency evaluation documentation and an interview with
Testing Personnel #1 (TP #1), the technical consultant failed to perform and document
semi-annual competency evaluations for 1 of 5 Testing Personnel during their first
year of performing moderately complex patient testing on the BioFire Gl Film Array
analyzer. The laboratory runs 173 bacteriology tests per year. Findingsinclude: 1. A
review of competency evaluation records at approximately 11:42 AM on 2/28/24
revealed that 1 of 5 TP did not have documentation of a semi-annual competency
assessment during their first year of performing moderately complex patient testing on
the BioFire Gl Film Array analyzer. 2. An interview with the TP #1 at approximately
11:42 AM on 2/28/24 confirmed that 1 of 5 TP reviewed since the last survey on 8/17
/2021 did not have documentation of a semi-annual competency assessment during
their first year of performing moderately complex patient testing on the BioFire Gl
Film Array analyzer.



