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Tag
D5209 PERSONNEL COMPETENCY ASSESSMENT POLICIES

CFR(S): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish
and follow written policies and procedures to assess employee and, if applicable,
consultant competency.

This STANDARD is not met as evidenced by:

Based on patient testing observed, procedure manual review, lack of documentation,
and interview with staff the laboratory failed to ensure the laboratory had a
competency evaluation procedure for testing personnel performing gross analysis and
inking of histopathology specimens for 2 of 2 testing personnel. Findings include: 1.
Patient testing observed included histotechs inking of the specimens provided by the
Mohs surgeon in preparation for mounting, cutting and staining histopathology
specimens on 04/15/2019 at 1:20 P.M. 2. The laboratory procedure manual review
failed to include the procedure for staff personnel competency evaluations. 3. In an
interview conducted on 04/15/2019 at approximately 4:30 P.M., staff confirmed the
technical supervisor did not evaluate testing personnel for their competency by direct
observation of testing personnel handling , processing and testing (inking)
histopathology specimens, recording and reporting test results; review of intermediate
test results or worksheets, quality control records, and preventive maintenance
records; direct observation of performance of instrument maintenance and function
checks; assessment of test performance through testing previously analyzed
specimens, blind testing samples, or proficiency tests; assessment of problem solving
skills; and evaluating testing personnel semi annually the first year the individual tests
patient samples and annually every year thereafter.



