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Tag
D2009 TESTING OF PROFICIENCY TESTING SAMPLES

CFR(S): 493.801(b)(1)

The individual testing or examining the samples and the laboratory director must
attest to the routine integration of the samples into the patient workload using the
laboratory's routine methods.

This STANDARD is not met as evidenced by:

Based on review of proficiency testing (PT) records, lack of documentation, and
interview with the technical consultant (TC); the laboratory failed to ensure attestation
statements were completed for five of five PT eventsfor Vaginal Wet Preparation
(KOH) testing in 2022 and 2023. Findings Include: 1. Review of the American
Proficiency Institute (API) PT records for 2022 and 2023 revealed alack of attestation
statements for five of five routine Vaginal Wet Preparation (KOH) PT testing events
in 2022 and 2023. 2. On survey date 01/16/2024, at 11:20 am, an interview with the
TC confirmed these findings.

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 records, lack of documentation, and interview with
the technical consultant (TC); the laboratory failed to have a competency policy
/procedure in place to assess employee competency as required per 493.1235.
Findings Include: 1. Review of the laboratory's policy and procedure manual



identified the laboratory failed to have a competency assessment policy/procedurein
place as required per 493.1235. 2. On survey date 01-16-2024, at 11:17 am, the TC
confirmed the laboratory failed to have a competency policy/procedure in place to
assess employee competency.



