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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 An announced recertification survey was conducted from 01/24/2023 to 01/31/2023 at

KEVIN H LAPOFF DPM, aclinical laboratory in Lake Worth, Florida. KEVIN H
LAPOFF DPM clinical laboratory is not in compliance with 42 CFR Part 493,
Requirements for Laboratories.

D3033 RETENTION REQUIREMENTS
CFR(S): 493.1105(a)(3)(i)

In addition, the laboratory must retain records of test system performance
specifications that the laboratory establishes or verifies under 493.1253 for the period
of time the laboratory uses the test system but no less than 2 years.

This STANDARD is not met as evidenced by:

Based on record review and interview with laboratory director, the laboratory failed to
retain daily room temperature records for 18 out of 24 months reviewed (2021 and
2022). Findings include: Review of laboratory temperature logs revea ed that the
laboratory failed to have room temperature logs during 2021 and during 2022 from
January to June. During an interview on 01/24/2023 at 10:40 a.m., the |aboratory
director confirmed that the laboratory failed to have onsite the temperature records of
reference.



