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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 record review, lack of documentation, and interview with the laboratory
director, the laboratory failed to perform and document the monthly maintenance for
the microscope for two (2017 and 2018) of two years. Findingsinclude: 1. Record
review of the "Microscope Ocular Stage Cleaning Monthly Log" revealed there was
no documentation on the log to show that the microscope was cleaned monthly in
2017 and 2018. 2. During the interview on February 4, 2019 at 11:56 AM, the
laboratory director stated 'it must have been overlooked" and confirmed the above
findings.



