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Tag
D6054 TECHNICAL CONSULTANT RESPONSIBILITIES

CFR(S): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at |east
annually, after the first year.

This STANDARD is not met as evidenced by:

Based on areview of the laboratory's Application for Certification (CMS-116), a
review of Personnel records, and an interview with the General Supervisor, the
Technical Consultant failed to evaluate competency annually for Testing Personnel
performing Serum Human Chorionic Gonadotropin (hCG) and Serum Mononucleosis
testing. Thiswas noted for eight out of eight previously qualified Testing Personnel
from the date of the last survey, 8/31/22, to the date of the current survey, 2/15/2024.
Thefindingsinclude: 1. A review of the laboratory's current CMS-116 form noted
Serum hCG and Serum Mono on the testing menu. 2. A review of Personnel records
revealed annual competency assessments for all eight Testing Personnel for the year
2023. No evidence of competency assessment for Serum hCG and Serum Mono
testing was available. 3. During an interview on 2/14/2024 at 11:24 AM, the Genera
Supervisor confirmed the above findings.



