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Summary Statement of Deficiencies

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 competency testing record review and interview with the technical 
consultant (TC), the TC did not document the competency review on all testing 
personnel (TP) in the laboratory. Findings: 1. The laboratory currently has 8 testing 
personnel listed on the "Laboratory Personnel Report (CLIA)" (CMS-209). 2. Each 
TP has a sheet where the TC records the dates that each TP was "Shown or 
Demonstrated," "Date Successfully Performed," "6 month review," and "Annual 
review." 3. A review of competency assessment records from 2020 to 2022 showed 
that for 4 of 8 TP, competency assessment records were present for the TP's initial 
training and 6 month competency assessments. There was no competency assessment 
documentation present at the time of the survey for annual reviews performed on the 
dates recorded on each TP's sheet. 4. During an interview on 07/21/2022 at 12:15 PM, 
the TC stated that the competency assessments had been performed, but confirmed 
that documentation of these assessments was not present at the time of the survey.
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