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Summary Statement of Deficiencies

D0000 A revisit survey was conducted on May 29, 2019 (Well Key) laboratory for all 
previous deficiencies cited on May 16, 2019. All deficiencies have been corrected, 
and no new noncompliance was found. The facility is in compliance with all 
regulations surveyed.

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 review of the maintenance schedule for the Sysmex XP-300 and interview 
confirmation with the Technical Consultant, the laboratory failed to document weekly 
maintenance three out of four weeks in April 2019. Findings include: 1. Three out of 
four weeks weekly maintenance for the Sysmex XP 300 was not documented during 
April 2019. 2. The Technical Consultant confirmed at 10:00 AM on May 16, 2019 
three out of four weeks weekly maintenance for the Sysmex XP 300 was not 
documented during April 2019.
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