Single-Use Medical Device Reprocessing: Sample Policy
Purpose
To ensure appropriate reprocessing of single-use medical devices. 
Policy
Selection of Single-Use Devices for Reprocessing:
1. Single-use devices identified for reprocessing must be approved by the Food and Drug Administration (FDA) for reprocessing.  

2. Single-use devices identified for reprocessing must be further approved in writing by the Medical Executive Committee or Governing Body or Managing Board.

3. The only single-use devices that may be reprocessed are those that are approved by both the FDA and the Medical Executive Committee or Governing Body or Managing Board for reprocessing.

Selection of Third-Party Reprocessor:

1. Any potential third-party reprocessing vendor must be registered with the FDA as a reprocessor of single-use devices.

2. Any potential third-party reprocessing vendors must be approved by the Medical Executive Committee or Governing Body or Managing Board.
3. The only third-party reprocessors that may be utilized are those that are both FDA registered and approved by the Medical Executive Committee or Governing Body or Managing Board.
4. Single-use medical devices shall not be reprocessed within the facility.
Definitions

Original Device: A new, unused single-use device.
Single-Use Device (SUD): A SUD is a device that is intended for one use or on a single patient during a single procedure.

Reprocessed Single-Use Device (SUD): A reprocessed SUD is an original device that has previously been used on a patient and has been subjected to additional processing and manufacturing for the purpose of an additional single use on a patient.

