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Tag
DO0000 A Clinical Laboratory Improvement Amendments (CLIA) recertification survey was

completed on November 20, 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:

D5221 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(d)

All proficiency testing evaluation and verification activities must be documented.

This STANDARD is not met as evidenced by:

Based on Proficiency Testing (PT) document review and staff interview, the
laboratory failed to document corrective action for unacceptable performance on a PT
sample. Findingsinclude: 1. PT document review revealed there were no corrective
actions documented for PT sample # NB-2 or NB-7 for 2020 events #1 or #2. 2. An
interview with staff #3 (CM S 209) in the |ab director's office on 11/20/2020 at
approximately 11:12 am. confirmed the lack corrective actions for the
aforementioned PT samples.

D6029 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(e)(11)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. (€) The laboratory
director must-- (€)(11) Ensure that prior to testing patients' specimens, all personnel
have the appropriate education and experience, receive the appropriate training for the
type and complexity of the services offered, and have demonstrated that they can
perform all testing operations reliably to provide and report accurate results.



D6053

D6054

This STANDARD is not met as evidenced by:

Based on review of the staff competency documents, and staff interview, the
laboratory director (LD) failed to ensure all testing personnel receive the appropriate
training for the testing performed. Findings include: 1. Staff competency document
review revealed the LD failed to document in writing the initial training/competency
for testing personnel #2 and #4 (CM S 209). 2. An interview with Staff #3 (CM S 209)
in the lab director's office on 11/20/2020 at approximately 11:30 a.m. confirmed the
lack of the aforementioned initial training/competency.

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 the staff competency documents, and staff interview, the technical
consultant (TC) failed to ensure semiannual competency was performed on all testing
personnel. Findingsinclude: 1. Staff competency document review revealed the TC
failed to document in writing the semiannual competency for testing personnel #4
(CMS 209). 2. Aninterview with Staff #3 (CM S 209) in the lab director's office on 11
120/2020 at approximately 11:30 a.m. confirmed the lack of the af orementioned
semiannual competency.

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
annually, after the first year.

This STANDARD is not met as evidenced by:

Based on review of the staff competency documents, and staff interview, the technical
consultant (TC) failed to ensure annual competency was performed on all testing
personnel. Findingsinclude: 1. Staff competency document review revealed the TC
failed to document in writing the annual competency for testing personnel #3 (CMS
209) for the year of 2019. 2. An interview with Staff #3 (CMS 209) in the lab
director's office on 11/20/2020 at approximately 11:30 a.m. confirmed the lack of the
aforementioned annual competency.



