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Summary Statement of Deficiencies

D0000 A recertification survey was conducted on 05/21/2024. The facility was found not to 
be in compliance with the laboratory requirements of 42 CFR Part 493 with 
deficiencies cited.

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 direct observation, review of Sysmex XP-300 Hematology Analyzer 
instructions for use, laboratory policy, laboratory maintenance records (December 
2022, March 2023, October 2023, and April 2024) for the Sysmex XP-300 
Hematology Analyzer, and confirmed in staff interview, the laboratory failed to 
document weekly maintenance for four of seven months reviewed. Findings include: 
1. During a tour of the laboratory on 05/21/2024 at 10:55 a.m., a Sysmex XP-300 
Hematology Analyzer (Serial Number A4970) was observed to be in use. 2. The 
Sysmex XP-300 instructions for use (date of last revision June 2013) stated, "To 
ensure proper functioning of the instrument, it is necessary to periodically clean and 
service the instrument. Perform maintenance according to the schedule below. And 
record the results in the Maintenance checklist." 3. The laboratory policy for the 
Sysmex XP-300 titled, "Complete Blood Count on Sysmex XP-300 Automated 
Hematology Analyzer, Routine Maintenance", stated, "This section includes written 
procedures for performing weekly, monthly, and quarterly maintenance." Section A, 
Weekly Maintenance stated, "Clean the SRV (sample rotor valve) Tray."Part f. of 
Section A stated, "Document on the Maintenance log." 4. The laboratory maintenance 
logs stated, "Weekly - Clean SRV tray." Further review of laboratory maintenance 
records revealed the laboratory failed to document performance of the weekly 
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maintenance for the following: a. December 2022- Week 1,2,3,4 b. March 2023 - 
Week 4 c. October 2023 - Week 3,4 d. April 2024 - Week 4 5. In an interview on 05
/21/2024 at 12:20 PM in the conference room, the Technical Consultant (TC) was 
asked to provide documentation of weekly maintenance for the Sysmex XP-300. No 
documentation was provided. This confirmed the findings.


