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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:
D5429: 493.1254 Standard: Maintenance and function checks Based on observation, 
record review and interview, the laboratory failed to perform and document 
maintenance for one of three microscopes (Olympus BX41 [serial number 
NF0002522]) used for reading histology and cytology slides for one (PT1) of six 
patients reviewed. Findings include: 1. On 7/26/203 at 10:44 am, during a tour of the 
laboratory a microscope Olympus BX41 (serial number NF0002522) was observed 
ready for slide review in the "Frozen Room". 2. Review patient records indicated 
Patient PT1 had histology testing performed on February 28, 2023, using the Olympus 
BX41 (serial number NF0002522). 3. On 7-26-23 at 1:00pm, upon request for all 
maintenance logs for the Olympus BX41 (serial number NF0002522), SP2 verified 
that there were no maintenance logs for this microscope. 3. "Microscope Preventive 
Maintenance" procedure, no approval date by the laboratory director, reads on page 1 
of 5, "C. Wipe the oil objective, condenser, and stage with a lens paper after using the 
microscope. Do not leave the objective/condenser with oil on it..." 4. The annual test 
volume for Histology and Cytology tests is approximately 800.
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