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Summary Statement of Deficiencies

D0000 A Clinical Laboratory Improvement Amendments (CLIA) Recertification survey was 
completed on November 9, 2021. The laboratory was not in compliance with 
applicable CLIA requirements found at 42 CFR 493.1 through 42 CFR 493.1780. The 
following deficiencies were cited:

D6046 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(8)

(b) The technical consultant is responsible for-- (b)(8) Evaluating the competency of 
all testing personnel and assuring that the staff maintain their competency to perform 
test procedures and report test results promptly, accurately and proficiently.

This STANDARD is not met as evidenced by:
Based on Testing Personnel (TP) competencies, and staff interview, the Laboratory 
Director (LD) performing the duties of the Technical Consultant, failed to provide 
competencies for all testing personnel in 2020 and 2021. Findings: 1. Review of the 
Testing Personnel competency records, revealed there was one competency performed 
(initial)out of eight employees that were employed for the year 2020. For the year 
2021, there was four competencies performed out of 13 employees listed on the 
Laboratory Personnel Report (CMS 209). 2. Staff interview with #12 (CMS 209 form) 
on November 9, 2021, at approximately 1:30 pm in the conference room, confirmed 
the above aforementioned statement.
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