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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
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 observation, lack of documentation, and interview the laboratory failed to
perform and document maintenance for the Beckman Coulter Centrifuge instrument
used in the General Immunology laboratory. Findingsinclude: a. A tour of the
Genera Immunology laboratory on September 22, 2022, at 10:30 am, revealed it was
1 SX4750A Swinging-Bucket Rotor Beckman Coulter Centrifuge used in the
laboratory. b. The Beckman Coulter, Instructions for use Maintenance policy under
Care and Maintenance stated, "Periodically (at least monthly) inspect the rotor yoke,
buckets, and/or multiwell-plate carriers, especialy inside cavities, for rough spots or
pitting, white powder deposits-frequently aluminum oxide-or heavy discoloration.
Approximately every 400 runs, and after cleaning and/or autoclaving, wipe the rotor
pins and pin sockets with a paper towel, then coat the sockets with paint on Graphite
Lubricant”. c. There were no documents available for maintenance of the Beckman
Coulter Centrifuge used in the General Immunology laboratory for 2021 and 2022. d.
During the interview on September 22, 2022, at 10:35 am, the General Immunology
lab technical supervisor TS confirmed that the laboratory didn't perform maintenance
for Beckman Coulter Centrifuge.



