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Summary Statement of Deficiencies

A recertification on-site survey was conducted on 12/6/2024, the laboratory was
surveyed under 42 CFR Part 493 CLIA regulations and was found to have a standard
level deficiency cited.

TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(d)

Reagents, solutions, culture media, control materials, calibration materials, and other
supplies must not be used when they have exceeded their expiration date, have
deteriorated, or are of substandard quality.

This STANDARD is not met as evidenced by:

Based on direct observation and interview with Technical Consultant #1, the
laboratory failed to ensure cotton swabs found in patient exam room did not exceed
their expiration date for KOH and direct wet mount tests as evidenced by: 1. In direct
observation on 12-06-2024 at 1045 in the patient exam room, the following reagents
were found to be expired: 23-sterile cotton tip application utility lot 5842 expiration
date 10-01-2023. 2. In interview with technical consultant #1 12-06-2024 at 1046 he
acknowledged that the the cotton tips were expired and confirmed that they were
using them for KOH and direct wet mount tests. 3. According to the CMS-116, the
laboratory performs 2080 KOH and direct wet mounts tests per year.



