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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 observation of the laboratory microscope, lack of documentation, and 
interview with manager, the laboratory failed to perform maintenance/ calibration on 
1 of 1 microscope used to analyze fine needle aspirates (FNA) microscopic 
examinations from 09/16/2019 to the day of survey. Findings include: 1. On the day 
of survey, 09/16/2021, observation of the laboratory microscopes revealed, the 
microscope did not have a service sticker. 2. The laboratory manager stated, the 
microscope was purchased in January of 2021, but could not provide records of 
purchase. 3. The laboratory could not provide previous calibration records for the 
Amscope T720 microscope used prior to 2021. 4. The laboratory could not provide a 
microscope maintenance/ calibration procedure. 5. The manager confirmed the 
findings above on 09/16/2021 around 9:20 am.
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