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V0403 PE-EQUIPMENT MAINTENANCE-MANUFACTURER'S DFU
CFR(S): 494.60(b)

The dialysis facility must implement and maintain a program to ensure that all
equipment (including emergency equipment, dialysis machines and equipment, and
the water treatment system) are maintained and operated in accordance with the
manufacturer's recommendations.

This STANDARD is not met as evidenced by:

Based on review of facility procedure, facility Equipment Records documentation,
and interviews with facility staff, it was determined the facility staff failed to ensure
accurate records were kept for dialysis machine hours for preventive maintenance
(PM) for 3 of 5 hemodialysis (HD) machines reviewed. This had the potential to
negatively affect all patients who dialyze at thisfacility. Findings include: Facility
Procedure:; 2008T Preventive Maintenance Procedures Revision G 1.0 Introduction
Preventive Maintenance for the 2008T Hemodiaysis System is ssmple and
straightforward... Maintenance is performed in only two intervals: six (6) months, and
annually or after 4000 hours of operation... An interview was conducted on 3/13/19 at
1:15 PM with Employee Identifier (El) # 8, Biomedical Technician who verified the
facility was utilizing Fresenius 2008T hemodialysis machines which require annual
and semi-annual preventive maintenance (PM) or after 4000 hours of operation.
Review of the Equipment Records for HD machine # 11 (Serial # 7TOS-202471)
revealed an annual PM was completed on 4/29/18. There was no documentation of the
machine clock hours (operating hours). Review of the Equipment Records for HD
machine # 23 (Serial # 7TOS-203366) revealed a semi annual PM was completed on 4
/29/18. There was no documentation of the machine clock hours (operating hours).
Review of the Equipment Records for HD machine # 24 (Seria # 7TOS-203393
revealed a semi annual PM was completed on 4/29/18. There was no documentation
of the machine clock hours (operating hours). An interview was conducted on 3/14/19



at 11:50 AM with EI #9, Regional Technical Program Manager, who confirmed
operating hours must be documented with all PM and verified the aforementioned
findings.



