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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 surveyor review of training and competence eval uation records and
interview with the laboratory supervisor, the technical consultant did not document
the semiannual evaluation of performance of testing personnel, staff A, for White
Blood Cell (WBC) counts on the HemoCue analyzer during the first year of patient
testing. Findingsinclude: 1. Review of training records for testing personnel, staff A,
showed the records from October 2017 did not include arecord of training to perform
White Blood Cell (WBC) counts on the HemoCue analyzer. 2. Review of competence
evaluation records for staff A (Medial. ab Competency Assessment Program Report of
assignments between January 1, 2018 and December 31, 2018) shows staff A
completed the WBC HemoCue course / checklist on December 12, 2018. The record
showed no other evaluation of staff A for the WBC HemoCue test system evaluation
and showed no evaluation by the technical consultant. 3. Interview with the laboratory
supervisor on May 28, 2019 at 2:00 PM confirmed the technical consultant (who is
also the laboratory director) did not evaluate the performance of staff A in using the
HemoCue WBC test system twice annually during the first year of testing.



