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Summary Statement of Deficiencies

D6053 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 least 
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:
Based on review of competency assessment records and interview with the Technical 
Consultant (TC), the Technical Consultant failed to evaluate and document the 
performance of 1 of 48 testing personnel (TP) responsible for the IStat chemistry test 
for the semi-annually competency during the first year. Findings Include: 1. At the 
time of survey, 12/08/2021 at 09:00 a.m. the laboratory was unable to produce the 
semi-annually competency assessment records for TP#33 2. The TC confirmed the 
finding above on 12/08/2021 at 11:25 a.m.
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