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(A)  Policy statement

The utilization of reprocessed medical devices designated by the manufacturer as ‘single use’ is
permitted at the University of Toledo Medical Center (UTMC) only when the single use devices
identified for reprocessing have been approved by the Food and Drug Administration (FDA).
(B)  Purpose of policy

To ensure appropriate guidelines are followed for the selection of qualified third party
reprocessing suppliers of single use medical devices and UTMC'’s utilization of reprocessed
devices.

(C)  Definitions

e Original Device: A new, unused single-use device.

e Single-Use Device: A device that is intended for one use or on a single patient during a
single procedure.

e Reprocessed Single-Use Device: An original device that has previously been used on a
patient and has been subjected to additional processing and manufacturing for the
purpose of creating an additional single use on a patient.

(D)  Procedure

Selection and Requirements of UTMC and Third-Party Processor

(1)  The supply chain department is responsible for qualifying all vendors providing
reprocessing services. All items recommended for reprocessing will have
documentation on file as being FDA approved.
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(2) UTMC departments utilizing reprocessed medical devices are responsible for
overseeing the quality of devices and services.
(3) Reprocessing vendor must ensure:
a. Devices are not reprocessed more than the established or designated number
of times
Devices will be removed from service in the event of a recall
c. Devices will not be used and will be removed from service any time the
integrity of the product is compromised
(4)  Any unapproved device sent to or picked up by the reprocessing company will not
be reprocessed and will be discarded.

Device Selection and Approval

(1) A multi-disciplinary team of physicians, operating room clinicians, infection control,
nursing, value analysis and supply chain will review and approve all single use
medical devices identified as a reprocessing candidate.

(2) Evidence must be provided by the reprocessing vendor regarding the fact that the
physical and performance characteristics of the device is not adversely affected by
cleaning, sterilization, and subsequent use.

(3) Annual meetings will be held with reprocessing vendors to review the program and
service performance.
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