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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 record review, and an interview with the General Supervisor (GS), the
laboratory failed to establish and follow awritten policy and procedure to assess
competency of the General Supervisor (GS) at the specific CLIA site, and as specified
in the personnel requirementsin subpart M. This deficient practice had the potential to
affect 739 patients tested from 11/05/2021 through 06/22/2022. Findings Include: 1.
Review of the laboratory's CM S-209 Personnel Report form, approved and signed by
the Lab Director on 04/21/2022, found one individual listed as the GS. 2. Review of
the laboratory's Competency Assessment policy and procedure titled, "Training and
Competency Assessment Policy, SOP Number |O-GL-GN-SOP-0041.010", revealed
the following statement: "Note: Site specific training must occur at the specific CLIA
site" 3. Review of the laboratory's Competency Assessment documentation found a
trainer's signature not listed on the CM S-209 Personnel Report form. 4. On 06/22
/2022 at 10:25 AM, the GS stated competency assessment training had been
conducted at a different location by the trainer listed on the competency assessment
documents and confirmed the lab did not follow their policy and procedure for
assessing the competency at the CLIA specific site.



