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Disclaimer

The views and opinions expressed in the following slides 
are those of the individual presenters and should not be 
attributed to their respective organizations/companies, 
the U.S. Food and Drug Administration, or the Critical 
Path Institute.

These slides are the intellectual property of the individual 
presenters and are protected under the copyright laws of 
the United States of America and other countries. Used 
by permission. All rights reserved. All trademarks are the 
property of their respective owners.
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eCOA Consortium Members
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eCOAC@15
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c-path.org

Selected Highlights



eCOA & the EU’s Clinical Trial Regulation
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EU’s EUDRALEX Volume 10 
Q&A – Version 7.2

EU’s EUDRALEX Volume 10 
Q&A – Version 7.1



eCOA & DHT FAQs
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https://c-path.org/ecoa-faqs/ 

https://c-path.org/ecoa-faqs/
https://c-path.org/ecoa-faqs/
https://c-path.org/ecoa-faqs/
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https://c-path.org/ecoa-faqs/


DHT Accelerator 
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• A pre-competitive arena for expression of and alignment on the specific needs 

of DHT provider community, both independent of and supplementary to 

sponsor/CRO/intermediary perspectives 

• Identify opportunities for standardization, best practice development and 

industry education 

• Serve as the conduit for DHT provider access to broader C-Path DHT Coalition 

• Support the development of what evidence – both quantitative and qualitative - 

looks like for DHTs

• Strategise on disease-specific opportunities



Collaborations with PCE Consortium 
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Launching/early stage

• COA Measure Owners Forum

• eCOA Scientific Strategy 

• eCOA and sDHTs (eCOAsT)

• Cross-consortia proposals

• Scoping Committee

• Top 3 candidates

• Accessibility of ePROs

• eCOA, PCEC & RD-COAC 

Closing/Closed in 2026

• Event-driven eDiaries 

• Flexible approaches

• Peer-reviewed publication

• 2 White papers

• Translations and Licensing 
Management (TLM)

• Microsite launch Q3

• Accessibility of ePROs

• Peer-reviewed publication

• White paper



COA Measure Owners Forum
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Goals

• Reduce the friction inherent in the 

process of acquiring licenses for the 

use of COA measures in clinical 

trials and the subsequent electronic 

implementation of those measures

• Foster alignment between all 

stakeholders involved in eCOA 

measure development, licensing 

and implementation

• Issue prioritization by Measure 

Owners (MOs) via survey

• 2 meetings held

• December 2025: Processing 

timelines

• March 2026: Sample copies

• Example outputs

• MO FAQs

• Licensing information requirements

• “What is public domain?”
• Upcoming topics

• Negotiations

• Translations

• Version control

• Pricing…etc
• MO recruitment is ongoing



2025 EU F2F @ ICON HQ, Dublin
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2026 US F2F
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Keplar-453 
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Advancing Drug Development. Improving Lives. Together

Thank You!
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