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Summary Statement of Deficiencies

A Clinical Laboratory Improvement Amendments (CLIA) recertification survey was
completed on December 17, 2019. 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:

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
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:

Based on testing personnel (TP) document review and staff interview, the technical
consultant (TC) failed to perform a semi-annual competency during the first year of
moderate-complexity testing as required. Findingsinclude: 1. TP competency
document review revealed the TC did not perform a semi-annual competency for Staff
#2 (CMS 209) in 2019. 2. Aninterview with the Assistant Quality Manager on 12/17
/2019 in a conference room at approximately 11:45 a.m. confirmed the lack of the
aforementioned competency for Staff #2 (CMS 209).



