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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 review of laboratory procedure, review of testing personnel (TP) 
competency records and interview with TP 1/15/20, the technical consultant 
(laboratory director) failed to evaluate TP competency as required for 2 of 2 TP. 
Findings: Review of laboratory procedure, "Laboratory Competency Policy" revealed 
"3. A Six Month & Annual Laboratory Competency Assessment will be conducted at 
six months and then yearly on each employee performing patient testing." Review of 
TP competency records revealed TP #1 was hired in January of 2018. There was no 
documentation of a 6 month competency due in June of 2018 and no documentation 
of a yearly competency in 2019. Review of TP competency records revealed no 
documentation of yearly competency for 2018 and 2019 for TP #2. Interview with TP 
#2 at approximately 11:00 a.m. confirmed the technical consultant (laboratory 
director) had not evaluated the competency as required. She stated that she had 
forgotten to remind him that it needed to be done.
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