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Summary Statement of Deficiencies

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

(b)(9) Thereafter, evaluations must be performed at least annually

This STANDARD is not met as evidenced by:

Based on areview of personnel evaluation records, the American Association of
Bioanalysts-Medical Laboratory Evaluation (AAB-MLE) Proficiency Testing (PT)
records and an interview with the Technical Consultant (TC), the TC failed to assess
and document the annual competency for one of the four Testing Personnel (TP)
responsible for moderate complexity testing from the date of the last survey, 03-02-
2023 to the date of the current survey, 06-24-2025. The findings include: 1. A review
of personnel records for TP listed on the CM S-209 Form (L aboratory Personnel
Report) revealed the TC failed to perform and document the annual competency
assessment for TP4 from 2023-2024. 2. A review of the AAB-MLE PT records
revealed TP4 analyzed Non-Chemistry and Chemistry PT samples from the 2023-
2024 M1-M3 events. 2. During the exit conference on 06-24-2025 at 1:15 PM, the TC
confirmed the above findings.



