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Summary Statement of Deficiencies

A Clinical Laboratory Improvement Amendments (CLIA) recertification survey was
completed on November 19, 2020. 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:

TESTING OF PROFICIENCY TESTING SAMPLES
CFR(S): 493.801(b)(1)

The samples must be examined or tested with the laboratory's regular patient
workload by personnel who routinely perform the testing in the laboratory, using the
laboratory's routine methods

This STANDARD is not met as evidenced by:

Based on review of the proficiency testing (PT) records and staff interview, the lab
failed to rotate PT samples among al testing personnel (TP). Findingsinclude: 1.
Review of the PT documents: 2019 testing event #2 through 2020 testing event #3
revealed the same TP (#1 CM S 209 form) performed all PT testing. 2. Interview with
testing personnel #1 (CM S 209 form) on 11/19/20 at approximately 12:05 PM in the
breakroom, confirmed the same TP performed the aforementioned PT. **REPEAT
DEFICIENCY**

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 review of testing personnel (TP) documents and staff interview, the technical
consultant failed to perform semiannual competency on all testing personnel. Findings
include: 1. No documents were available to review for personnel semiannual
competency on TP #2 in the month of April 2020. 2. Interview with testing personnel
#1 (CMS 209 form) on 11/19/20 at approximately 11:55 AM in the breakroom,
confirmed the lack of the aforementioned personnel semiannual competency.



