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Summary Statement of Deficiencies

The Ari Brown Pediatrics DBA 411 Pediatrics laboratory was found to bein
compliance with the Conditions of the CLIA regulations found at 42 CFR 493.1
through 493.1780, CLIA requirements for laboratories as a result of a recertification
survey on 05/19/2026 and recertification is recommended. Standard level deficiency
was cited.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

(b)(9) Evaluating and documenting the performance of individual s 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 laboratory's duties and responsibilities, training records,
competency evaluations, and interview, the technical consultant failed to evaluate the
competency at least semiannually during the first year the individual tested patient
specimens for one of four new employees for the Complete Blood Count (CBC) using
the Medonic M Series analyzer. Findings follow. A. Review of the duties and
responsibilities for the Technical Consultant, 07/22/2013, stated, "10. Evaluating and
documenting the performance of individuals responsible for moderate complexity
testing at least semiannually during the first year the individual tests patient
specimens..." There was no policy and procedure that covered competency
evaluations. B. Review of the Testing Personnel Training Record for testing personnel
#3 (aslisted on the CM S form 209) started patient testing 02/21/2024. C. Review of
the Personnel Assessment showed competencies were performed 07/21/2024 and 08
/05/2025 (elapsed time 1 year 5 months 15 days). A second semi-annual competency
evaluation for testing personnel #3 was requested on May 19, 2026 at 1240 hours but
not provided. D. Interview with the Technical Consultant on May 19, 2026 at 1240
hours confirmed the findings.



