
Regulatory Engagement Pathways Map for Digital Health Products

Is the regulatory engagement with FDA 
related to design, development, or 

deployment of a digital health product?

Yes

What is your digital health product type?

No
Sorry! This chart 
focuses on FDA 
engagement 
pathways for digital 
health products.
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For other drug development 
tools for developing digitally 
derived endpoints, refer to the 
DiMe and CTTI guides.

Key
CDRH - Center for Devices and Radiological Health
CMS - Centers for Medicare & Medicaid Services
DICE - Division of Industry and Consumer Education
OCP - Office of Combination Products
RFD - Request for Designation
CPAM - Combination Product Agreement Meetings

https://www.dimesociety.org/access-resources/digital-health-regulatory-pathways/
https://www.dimesociety.org
https://drive.google.com/file/d/1Ho9Oingm08IDah_HH88JKTtmjvgnFX_G/view
https://ctti-clinicaltrials.org/wp-content/uploads/2021/06/CTTI_Novel_Endpoints_FDA_Quick_Reference_Sheet.pdf

