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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 the laboratory's Technical Consultant Annual Recertification 
policy, the CMS 209 personnel form, and personnel records, the laboratory failed to 
establish a written policy and procedure to assess technical consultant competency for 
technical consultant responsibilities at this laboratory. Findings include: 1. The 
laboratory's Technical Consultant Annual Recertification policy states that technical 
consultant competency assessment is to be performed. The policy does not include the 
identification of the individual, listed on the CMS 209 personnel form, responsible for 
assessing the competency of the technical consultant. 2. Review of the CMS 209 
personnel form and personnel records since the last survey on 8/24/2022 revealed that 
two of two annual competency assessments of the technical consultant, for both 2022 
and 2023, were performed by an individual other than the laboratory director listed on 
the CMS 209 personnel form.
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