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Summary Statement of Deficiencies

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 laboratory's procedure manual, personnel records, and staff 
interview, the laboratory failed to follow its' own policy for testing personnel (TP) 
competency assessment when direct observation of patient testing and function checks 
were not performed onsite for five of five TP that performed moderate complexity 
testing and one of one TP that performed high complexity patient testing in 2022 and 
2023. The findings include: 1. Review of the laboratory's policy titled "Education: 
Training and Evaluation of Competency" section "Competency" revealed personnel 
would be evaluated for competency after training, after six months, and annually 
thereafter to include direct observation of routine patient test performance and direct 
observation of performance of instrument maintenance and function checks. 2. 
Review of the laboratory's personnel records revealed documented "direct 
observations" for patient testing and maintenance/functions checks for five TP that 
performed moderately complex patient testing and one TP that performed high 
complexity testing. 3. Interview with TP two on 01/12/2024 at 11:00 am revealed the 
following statements: The laboratory sent the competency assessment documents to 
the technical consultant who signed them but did not come to the facility to perform 
direct observations for moderately complex testing. The general supervisor used a 
virtual platform for performing direct observations of high complexity testing. This 
confirmed the survey findings.
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