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Tag
D6055 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 whenever test
methodology or instrumentation changes. The individual's performance must be
reevaluated to include the use of the new test methodology or instrumentation prior to
reporting patient test results.

This STANDARD is not met as evidenced by:

Based on review of personnel records, hematology and chemistry instrument
performance specification records, and confirmed by personnel identifier #3 (refer to
the Laboratory Personnel Report) at approximately 2:15 pm on 10/11/2022, the
technical consultant failed to document training for six out of ten testing personnel
(personnel identifiers #3- #7 and #12) using the Sysmex XN430 hematology
instrument and one out of one testing personnel (personnel identifier #3) using the
Siemens EPOC chemistry instrument prior to reporting patient test results. The
findingsinclude: 1. The laboratory began using the Sysmex XN430 hematology
instrument to perform patient testing in August 2021. 2. The laboratory began using
the Siemens EPOC chemistry instrument to perform patient testing in March 2022. 3.
At the time of the survey, personnel identifier #3 confirmed that the laboratory did not
have documented training on the Sysmex XN430 hematol ogy instrument for
personnel identifiers #3- #7 and #12 or documented training on the Siemens EPOC
chemistry instrument for personnel identifier #3.



