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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 observation, interview, and policy review, the facility failed to ensure strips
used to detect residual disinfectant were not expired for one of two survey days. The
failure to discard expired strips had the potential for staff to used strips that may not
yield accurate results and could affect 85 in-center patients. Findings include:
Observation on 05/17/21 at 1:45 PM revealed one bottle of "Minncare” HD Testing
Strips, (used in testing residual Minncare HD (Disinfectant) levelsin water was stored
in adrawer across from Station 10 with an expiration date of 04/24/21. Observation
on 05/17/21 at 1:55 PM revealed two bottles of "Minncare" HD Testing Strips was
stored in adrawer at the medication preparation area that were expired 12/11/20 and
09/19/20. During an interview on 05/17/21 at 1:55 PM, the Clinic Coordinator
Registered Nurse stated staff should be checking the expiration dates and throw out
expired strips. He/she acknowledged if they were expired they could give false results.
Review of the facility's policy titled, "Residual Minncare HD Testing Using Residual
Minncare HD Acid Test Strips,” revised April 2021, revealed the following, "Verify
that strips are not expired. The expiration date is printed on the side of the vial."



