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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 review of personnel competency
procedure, employee competency records for 2016 and 2017 and interview with the
Medical Laboratory Technician and Quality Manager, the laboratory failed to
document 6 month competency for one new person and annual competencies for 2 of
4 testing persons as required per procedure. The findingsinclude: 1. Review of the
personnel competency procedure revealed competency reviews to be performed in 6
months after hire and annually thereafter. 2. Review of employee competency records
revealed lack of 6 month competency for new person hired 4/17/17 and lack of annual
competencies for testing person number one of four for 2016 and 2017 and number
four of four for 2017. 3. Interview March 13, 2018 at approximately 12:00 p.m. with
the Medical Laboratory Technician and Quality Manager confirmed the laboratory
failed to document 6 month and annual competencies as defined in procedure, for the
two year period.




