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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 laboratory employee competency records and an interview with
Technical Consultant 1 (TC1), the laboratory failed to evaluate and document the
competency of testing personnel at least semiannually during the first year the
individual tests patient specimens. Findings: 1. A review of employee competency
filesfor TP4, identified aninitial training on 8/15/17. A 6 month employee
competency was documented on 2/14/18. The first year of patient testing for TP4 was
from the completion of initial training (8/15/17) thru 08/18. No documentation of an
annua competency for August of 2018 could be located. The next competency
documented as performed on TP4 is an annual competency dated 1/2/19. 2. An
interview with TC1, on 10/2/19 at approximately 9:43 AM, confirmed that during the
first year of TP4 testing patient specimens only a 6 month competency was performed
and documented.



