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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 records and interview with the manager and assistant manager of
quality, the technical consultant failed to ensure that persons performing moderate
complexity testing had been evaluated semiannually during the first year of testing.
Findingsinclude: (1) At the beginning of the survey, surveyor #2 reviewed personnel
records. The following was identified: (a) Testing Person #26 - The initial training
was completed on 06/28/17. There was no evidence that a semiannual evaluation had
been performed (due 12/2017). (2) The surveyors reviewed the records with the
manager and assistant manger of quality, who stated there were no records to prove
the above person had been evaluated semiannually.



