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Summary Statement of Deficiencies

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 records, policy and procedure review, and staff
interview, the laboratory failed to ensure an annual competency assessment was
completed for 1 of 4 (TP #1) testing personnel reviewed who performed moderate
complexity testing. In addition, the laboratory failed to ensure a 6-month competency
assessment was completed for 1 of 7 providers (Doctor of Medicine (MD) #1)
reviewed who performed provider performed microscopy testing. The findings were:
1. Review of the personnel file for TP #1 showed she was hired on 1/21/25. An initial
competency assessment was completed on 3/28/25 and a 6-month competency
assessment was completed on 7/2/25. There was no evidence an annual competency
assessment had been completed. 2. Review of the personnel file for MD #1 showed
she was hired on 9/30/25 and an initial competency assessment was completed on 10/1
/25. There was no evidence a 6-month competency assessment had been completed. 3.
Telephone interview with the technical consultant on 6/25/26 at 11:44 AM confirmed
the competency assessments had not been completed. 4. Review of the "Laboratory
Personnel Requirements and Responsibilities* policy, provided by the clinic manager
on 6/25/26 at 12:16 PM, showed one of the technical consultant's responsibilities was
to "Evaluate and document the performance of individuals responsible for testing at
six months and twelve months in the first year of employment and yearly thereafter..."



