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D6127 TECHNICAL SUPERVISOR RESPONSIBILITIES

CFR(S): 493.1451(b)(9)

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

This STANDARD is not met as evidenced by:

Based on record review of new employee competency assessment records and
interviews with the Mycobacteriology Technical Supervisor (TS) and the Quality
Assurance Manager, the laboratory failed to evaluate and document the competency
of 1 out 5 new testing personnel (TP) semi-annually during their first year performing
high complexity testing. Findings include: 1. Record review conducted on 02/06/2019
of employee competency documentation of new TPs hired 2017, 2018, and 2019
revealed that 1 out of the 5 new TP was not evaluated semi-annually during their first
year performing high complexity testing. The review revealed that TP1 was only
given external proficiency test (PT) panels during their first 6 months testing patient
samples. 2. Record review conducted on 02/06/2019 of the CLN-QA Quiality
Assurance Plan, Version 3, published on 03/28/2017 revealed that once a new
employee istrained and performs successfully on an initial PT panel, the PT test panel
is followed with a second PT test panel only. 3. Interviews conducted with the
Mycobacteriology TS and Quality Assurance Manager on 02/06/2019 at 10:45 AM
confirmed the above findings.



