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Summary Statement of Deficiencies

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
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:

Based on areview of Personnel records and an interview with the Laboratory
Director, the Technical Consultant failed to evaluate competency of Testing Personnel
at least semiannually within the first year of patient testing. This was noted for three
out of three Testing Personnel that have been qualified as of the last survey date (4/28
12023). The findingsinclude: 1. A review of Personnel records revealed the following:
a) Testing Personnel #1 - Initial Training 10/14/2021, Six Month Competency
Assessment 4/4/2022, Annual Competency Assessment 4/5/2023. No evidence of the
Annual Competency Assessment due in October 2022. b) Testing Personnel #2 -
Initial Training 5/3/2021, Six Month Competency Assessment 10/5/2021, Annual
Competency Assesment 10/6/2022. No evidence of the Annual Competency
Assessment due in May 2022. ¢) Testing Personnel #3 - Initial Training 4/22/2021,
Six Month Competency Assessment 12/5/2021, Annual Competency Assessment 10/6
/2022. No evidence of the Annual Competency Assessment duein April 2022. 2.
During an interview on 6/8/2023 at 11:00 AM, the Laboratory Director confirmed the
above findings.



