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Tag

DO0000 During an offsite paper revisit the laboratory was found to be in compliance with the
CLIA regulations (42 CFR Part 493 effective April 24, 2003.) No deficiencies were
cited.

D5429 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 maintenance logs and interviews with the technical supervisor
(TS) on 7/29/2024 and 7/30/2024, the laboratory failed to perform maintenance as
required by the manufacturer in 2023 and 2024. The findingsinclude: 1. A review of
Cepheid GeneXpert maintenance logs identified that the laboratory failed to perform
the quarterly maintenance of disinfection of the cartridge bay interior and the plunger
rod for three of four quartersin 2023 and two of two quartersin 2024 as required by
the manufacturer. 2. A review of the Capture CSW100 and Immucor Solid Phase
Washer maintenance logs identified that the laboratory failed to perform monthly
maintenance in 2023 and 2024 as required by the manufacturer for the following:
Capture CSW100: replace exhaust filters and verification of fill check. Immucor Solid
Phase Washer: decontaminate external surfaces, run maintenance decontamination,
run day rinse DI, prime al buffers and verification of fill check. 3. Aninterview with
the TS on 7/29/2024 at 3:50 pm and 7/30/2024 at 8:09 am confirmed the above
findings. 4. The laboratory reports performing 1069 tests annually on the Cepheid and
720 immunohematol ogy tests annually.



