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Electronic Informed Consent (eConsent) - Not a New Concept

Some Data of My Own eConsent Journey 
• 2013: Launched J&J First Global Phase III eConsent Study*

• 2015-2017: Initiated and released Transcelerate eConsent Implementation Guideline ** 

• 2016: Supported FDA eConsent Guidance*** 

• 2018: Supported MHRA/HRA eConsent Position Paper***

• 2022: Supported EMA Recommendation Paper on Decentralized Elements***

• 2022: Request of European Forum GCP to support eConsent adoption in Europe

* eConsent Study Provides Insight to Shape Industry Adoption, Applied Clinical Trials 2016, Author Hilde Vanaken. 
** Awareness and collaboration across stakeholder groups important for eConsent achieving value-driven adoption, TIRS 2019, Authors Hilde Vanaken et al.
***  All guidelines are publicly available on official websites of FDA, MHRA, EMA, Transcelerate 



Where Are We With eConsent? 
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European Forum GCP eConsent Initiative 

Non-Profit Multistakeholder Initiative 
Launched in September 2022 

+50 Organizations - 6 Workstreams – Global Initiative

to HARMONIZE eConsent Terminologies and Study Documents Needs
to INCREASE INSIGHT in Stakeholder’s Value Models and Country Needs

to PROVIDE a Fit-for-Purpose eConsent Study Framework

Existing cross-industry eConsent guidelines and initiatives were referenced, where applicable 
(e.g., EMA DCT, TransCelerate, EUCROF, iConsent, IMI Trials@Home)

Suite of Tools Released December 2024



Tool 1: EFGCP eConsent Glossary
eConsent Definition

eConsent is the 
Traditional Consent 

Process Supported by 
One or More Digital 

Features

eConsent is an 
Umbrella Term

*Article “eConsent Why Language Matters”, Applied Clinical Trials Dec 2023, Author Hilde Vanaken et all.



Tool 1: EFGCP eConsent Glossary
Some Common Misunderstandings



(Europe)
eIDAS Simple 

eSignature 

(US) 
NOT an 

eSignature

Always describe in detail to ensure  
correct understanding regardless of 

local/regional categorizations 

An eSignature is Not an 
eSignature Everywhere!

For example, a “handwritten 
signature on an electronic device” “In person” 

Physical meeting or  
video call? 

* Article “eConsent Why Language Matters”, Applied Clinical Trials Dec 2023, Author Hilde Vanaken et all.

Tool 1: EFGCP eConsent Glossary
64 Platform & Operational eConsent Terms



+60 Organizations Responsed
28 eConsent Aspects Questions

and
Should HA/EC be informed or not + rationale?

In which HA/EC document, it should be described?  
Should HA/EC approve or not?

  NOT ONE QUESTION HAD 100% CONSENSUS

* Article “Navigating eConsent Submissions: Who, What, Where and Why?”, Applied Clinical Trials Nov 2023, Author Hilde Vanaken et all.

Tool 2: EFGCP eConsent Study Documents Recommendation
Surveys on Industry Perspectives about HA & ECs eConsent Document Needs



9 study documents

*Tool referenced official HA guidelines: e.g., SwissMedic and SwissEthics DCT Positioning Paper, 10 Feb 2025

Tool 2: EFGCP eConsent Study Documents Recommendation
Recommendations for 9 Study Documents Developed

• Protocol
• HA Submission Cover Letter
• EC Submission Cover Letter
• Participant Related eConsent Docs
• Informed Consent Doc
• Site eConsent Docs
• Monitoring Plan
• Data Management Plan
• Platform/Vendor Due Diligence Docs



Data of EC survey 
(49 responses)

* Article: “Understanding Acceptability of eConsent from a Global, Ethical and Industry Perspective”,  Applied Clinical Trials Oct 2024, Author Hilde Vanaken et all.

Differences and Commonalities between 
European & North American ECs

Type of eSignature required can vary 
depending of location and study phase

Tool 3: EFGCP eConsent Fit for Purpose Study Framework
Surveys on Ethics Committees, Sponsors and Vendors Perspective



* Article: “Effective eConsent Strategies for Every Study”,  Applied Clinical Trials Aug 2024, Author Hilde Vanaken et all.

There is no                   
one-size fits-all

Tool 3: EFGCP eConsent Fit for Purpose Study Framework
5-Step Process to Define the Right eConsent For Your Study & Its Stakeholders

Enabling Effective & 
Meaningful Outcomes



Step 2 – Define the Best Matching eConsent Platform and 
Operational Aspects for the Targeted eConsent Benefits

Step 1 - Define the eConsent Benefits and Challenges for 
Your Particular Study and Stakeholders 

* Article: “Effective eConsent Strategies for Every Study”. Applied Clinical Trials Aug 2024, Author Hilde Vanaken et all.

Tool 3: EFGCP eConsent Fit for Purpose Study Framework
Define Benefits & Challenges (Step 1 A, B) and Best Matching Aspects (Step 2)



My Learnings & Perspective

Addressing eConsent Challenges Requires a 
Fundamental Change in the Entire Consent 

Development and Execution Process

Interested to know more & how?
(hilde.vanaken@efgcp.eu or hilde.vanaken@tcs.com)

mailto:hilde.vanaken@efgcp.eu
mailto:hilde.vanakan@tcs.com
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