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Summary Statement of Deficiencies

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 staff interview and record review on July 11, 2019, the laboratory failed to 
perform and document maintenance procedures as required and recommended by the 
manufacturers of the microscope. Findings Include: 1. Record review on 07/11/19 at 9:
00 AM, revealed there was no documented evidence of annual microscope 
maintenance for Two (2) of Two (2) microscopes from December 11, 2017 through 
July 10, 2019. 2. Interview with laboratory staff, on 07/11/19 at 9:05 AM, revealed 
the laboratory failed to establish a system in place from December 11, 2017 through 
July 10, 2019, to ensure microscope maintenance was performed and documented as 
required.
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