
IDE Safety Reporting:
To report a safety issue to the FDA you are required to send two documents:
1. Cover Letter (see template: UTSW_RSO_IDE_Safety_Report_Cover_Letter available on the UTSW HRPP website)
2. Completed Form FDA 3500 (see details below for download)

Links to Form FDA 3500:
Form: Form FDA 3500 - Voluntary Reporting (pdf) Guidance: Instructions for Completing Form FDA 3500
For use by healthcare professionals, consumers, and patients.
Click above links, download the file and complete Form 3500.
