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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
annually, after the first year.

This STANDARD is not met as evidenced by:

Based on competency records review, lack of documentation, and interview with staff,
the laboratory technical consultant failed to evaluate the Rh type testing competency
for 2 of 5 testing personnel for 1 of 2 years of testing performed (2019). Findings
include: 1. Competency evaluation record review failed to include documentation
Testing personnel C and D were evaluated in 2019 for Rh type competency through
direct observation of Rh typing procedures, monitoring the recording and reporting of
test results, review of intermediate worksheets and preventive maintenance records,
assessment of test performance through proficiency testing samples, and assessment
of problem solving skills. 2. In an interview with staff on 09/22/2020 at approximately
10:15 A.M. staff confirmed two staff members lacked 2019 competency evaluations.



