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Tag
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 observation of the laboratory, review of afinal patient test report, |aboratory
policy, personnel competency assessment records, and staff interview, the laboratory
failed to ensure the testing personnel (TP) policy included requirements for
reassessment of competency when test methodology changes as required in Subpart
M, resulting in two of five testing personnel that did not have reassessment of
competency prior to patient testing, when the laboratory changed complete blood
count (CBC) methodology in 2022. The findings include: 1. Observation of the
laboratory on 08/10/2023 at 9:55 am revealed a Sysmex XN 330 (seria 15142) (new
instrument since last survey) in use for CBC patient testing. 2. Review of patient test
records revealed the first patient (155700913) from the Sysmex XN 330 (serial 15142)
reported on 08/02/2022. 3. Review of the laboratory policy titled "Competency™
revealed no requirement for reassessment of competency when test methods change.
4. Review of the laboratory personnel competency records revealed no competency
assessment performed for TP one or five for the Sysmex XN 330 prior to patient
testing on 08/02/2022.. 5. Interview with the technical consultant on 08/10/2023 at 12:
30 pm confirmed the laboratory policy did not include the requirement for
reassessment of competency when test methodology changes. She further confirmed
the lack of competency assessments for TP one and five prior to patient testing on the
Sysmex XN330 that began on 08/02/2022.



