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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 A Clinical Laboratory Improvement Amendments (CLIA) recertification survey was

completed on 01/15/2025. The laboratory was not in compliance with applicable
CLIA requirements found at 42 CFR 493.1 through 42 CFR 493.1780. The following
deficiency was cited:

D5791 ANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1289(a)(c)

(a) The laboratory must establish and follow written policies and procedures for an
ongoing mechanism to monitor, assess, and when indicated, correct problems
identified in the analytic systems specified in 493.1251 through 493.1283. (c) The
laboratory must document all analytic systems assessment activities.

This STANDARD is not met as evidenced by:

Based on lack of annual microscope maintenance document, review of the policy and
procedure manual (SOP), and subsequent inteview with the lab director, the
laboratory failed to perform and document microscope annual maintenance. Findings
include: 1. Review of the microscope maintenence documents of 2023, 2024, & 2025
revealed there was no annual maintenance document available for the Nikon
ECLIPSE 50i or the Olympus CH-B145-T-2 microscopes for the year of 2024. 2.
Review of the SOP revealed microscope maintenence was to be done weekly and
annually. 3. An interview with the laboratory director on 1/15/25 in the breakroom at
12:00 p.m. confirmed the lack of annual maintenance for the laboratory microscopes
for the year of 2024.



