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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 record review and staff interview on 11/13/2018 and 11/14/2018, the
laboratory failed to perform and document maintenance procedures as required by the
manufacturer of the TOSOH A 1A 360 chemistry analyzer. Findings include: The
laboratory failed to perform monthly maintenance in January, February, June,
September, October, and December of 2017. The |aboratory failed to perform six
month and annual maintenance from November 2017 through October 2018. An
interview with the Technical Supervisor at 11:00 AM on 11/13/2018, revealed the
laboratory failed to establish a system to ensure maintenance procedures were
performed and documented as required and recommended by the manufacturer.



