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Summary Statement of Deficiencies

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

For unmodified manufacturer's equipment, instruments, or test systems, the laboratory
must perform and document 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 laboratory maintenance logs, instrument manuals and an
interview with the laboratory director (LD) on 12/5/2023, the laboratory failed to
perform maintenance as required by the instrument manufacturer. The findings
include: 1. A review of Beckman Coulter AU480 maintenance logs identified that the
laboratory failed to perform the six month cleaning of the cuvettes and cuvette wheel
in May 2022, May 2023 and November 2023 as required by the manufacturer. 2. An
interview with the LD on 12/5/2023 at 10:58 am confirmed the above finding. 3. The
laboratory reports performing 27,192 chemistry tests annually.



