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PURPOSE                      

In compliance with the Safe Medical Devices Act of 1990 (SMDA), the Medical Center is required to report to the Food and Drug Administration (FDA) device-related events/occurrences whenever staff receive or become aware of information that reasonably suggests that a medial device has or may have caused or contributed to a death or serious injury of a UWMC patient or staff member.  Events are reported because of the potential risk to public health if the event were to recur.  This information enables FDA to take appropriate measures to prevent such recurrences.  Device related events and product problems that do not rise to the level of mandatory FDA reporting may be reported under the SMDA's voluntary reporting program.

A device involved in a potential event generally will be returned to the manufacturer.  Any questionable device should not be disposed of with authorization of the Surgical Services CQI Coordinator or Surgical Services Business Office, which will contact risk management with any questions. 

Send any explanted device that has been removed for apparent failure of the device (SMDA requirements listed earlier) to Pathology or for other internal testing as ordered by the surgeon.  Contact the Surgical Services Business Office if any testing is required outside UWMC.  If no Pathology or other internal testing is ordered, follow department procedure for device release to patient or post-explant disposal.  Contact Pathology or Risk Management with any questions.

Track able Device- Device whose failure would be reasonably likely to have serious, adverse health consequences; or which is intended to be implanted in the human body for more then one year; or is life-sustaining or life-supporting device used outside of a device user facility (hospital).  

Please refer to Medical Devices UWMC policy in APOP.
PROCEDURE

1. Defective medical devices will be identified in the operating room on the pathology request form. (save defective device, return to manufacturer)
2. The device is accessioned and grossly examined by the resident pathologists.  The device must be viewed by the attending and returned to the Surgical Services Business Manager. (598-4250).

3. The device is then tracked and returned to the manufacturer, or the legal counsel through the Surgical Services Business Office.

REFERENCE
UWMC Administrative Policies and Operational Procedures: https://uwmc.uwmedicine.org/sites/PoliciesProcedures/apop/Pages/115-5.aspx
          Medical Device-Related Event / Occurrence Reporting, 115-5
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