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Summary Statement of Deficiencies

MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(a)(1)

(a)(1) Maintenance as defined by the manufacturer and with at least the frequency
specified by the manufacturer.

This STANDARD is not met as evidenced by:

Based on areview of the Hematology maintenance records, maintenance record log,
and an interview with Testing Personnel #1, the Laboratory failed to perform and
document monthly maintenance on the Beckman Coulter DxH 520 Hematol ogy
analyzer as per the manufacturer's requirements. This was noted for 15 of 22 months
reviewed in 2024 through 2025. The findingsinclude: 1. A review of the Beckman
Coulter DxH 520 Hematology analyzer records revealed no documentation of
monthly maintenance for the following months: a. 2024: January-June and September-
November. b. 2025: February-May, August, and September. 2. A further review of the
maintenance record log revealed, "Monthly Maintenance: Clean the WBC Bath

Filter." 3. During an interview on October 28, 2025, at 12:15 PM, Testing Personnel
#1 confirmed the above findings.



