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Tag
DO0000 The Centers for Medicare & Medicaid Services (CMS) New York (NY) Clinical

Laboratory Improvement Amendments of 1988 (CLIA) Branch Location federal
surveyor conducted an announced virtual CLIA recertification survey for LAB CL
CENTRO DE CERTIFICACIONES MEDICAS REGION on February 23, 2023.
Documents received were reviewed from February 17, 2023 to February 23, 2023.
The laboratory was surveyed under 42 CFR part 493 CLIA requirements. The
following deficiency was found during the announced routine CLIA recertification
survey performed on February 23, 2023.

D6051 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(9): 493.1413(b)(8)(v)

The procedures for evaluation of the competency of the staff must include, but are not
limited to assessment of test performance through testing previously analyzed
specimens, internal blind testing samples or external proficiency testing samples.

This STANDARD is not met as evidenced by:

Based on review the Puerto Rico (PR) Department of Health (DOH) Proficiency
Testing (PT) Program records, and interview with the laboratory director (LD),
technical consultant (TC) and administrative personnel, the laboratory failed to
evaluate the assessment of 1 of 2 testing personnel (TP) for their performance of rapid
plasmareagin (RPR) testing perform in 2021 and 2022. Finding Include: 1. On
February 17, 2023, avirtual review of the PR DOH PT records from 2021 and 2022
revealed, 1 of 2 TP (TP#1) signed the attestations forms. 2. During there virtual
survey (February 23, 2023 at 8:50 am), the laboratory could not provide TP#2's
evaluations for their assessment of RPR test performance through testing previously
analyzed specimens, internal blind testing samples or external PT in 2021 and 2022. 3.
The LD and TC confirmed on February 13, 2023 around 8:55 am, that TP#2 was not
evaluated for their performed of RPR testing in 2021 and 2022.



