Medical Device Product Regulations

CDRH Learn is the FDA’s Center for Devices and Radiological Health (CDRH) web page for multimedia
industry education. It consists of more than 80 learning modules describing many aspects of medical
device and radiation emitting product regulations, covering both premarket and post-market topics.
The presenters are FDA /CDRH staff.

This tool is intended to provide industry with information that is comprehensive, interactive, and easily
accessible. Modules are provided in various formats, including videos, audio recordings, and slide
presentations.

Categories of topics include:
e The Basics: Overview of Regulatory Requirements for Medical Devices
e How to Study and Market A Device
e Postmarket Activities

Unique Device Identification (UDI) System

Specialty Technical Topics

Radiation-Emitting Products

e In Vitro Diagnostics (ICD)

e Industry Basics Workshop Presentations

References:
CDRH Learn website: http://www.fda.gov/Training/CDRHLearn/
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