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The Informed Consent – A Fundamental Clinical Trial Process 

A process between a
 trial participant and investigator 

by which a trial participant voluntary confirms 
their willingness to participate in a trial 

after having been informed and been 
provided with the opportunity to discuss 

all aspects of the trial that are relevant to the 
participant’s decision to participate 

Without Consent – No Participants – No Clinical Trials 

(ICH GCP)



The 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

*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. 



eConsent – Some Feedback of Stakeholders

77% of sites reported that eConsent 
improved the consenting process

+ 80% of participants found the video 
and quiz to help their understanding

Sites felt eConsent improved data 
quality and allowed a more tailored 
discussion with participants

2013: data of J&J phase III study with 
76 participants and 13 sites*

2016: Data of Transcelerate participant survey 
with 3045 respondents and Transcelerate site 
advisory group virtual sessions with 8 sites**

73% of participants felt eConsent help 
understanding the clinical trial

*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. 

Some Stakeholder Feedback Data of My Own eConsent Journey 



eConsent - Where Are We Today?

eConsent adoption 
is limited

X
WHY?



eConsent – What Is Hampering eConsent Implementation?

Many Different 
Interpretations

Limited 
Stakeholders 
Value Insights

Many Unclear 
Processes

Many  
Disconnects



eConsent – Some Common Misunderstandings



eConsent – Some Disconnects

Use of eSignatures European Countries Is Acceptable!

eSignature Improves Participant Understanding

The method of signing does not have any impact on participant understanding

*National provision overview of EMA Recommendation Paper on Decentralized Elements in Clinical Trials, 13 December 2022.



Bringing 
Clarity in 

eConsent! 

European Forum for Good
            Clinical Practices (EFGCP) 

eConsent Initiative



European Forum GCP eConsent Initiative - Mission

Non-Profit Multi-Stakeholder 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

Initiative launched in September 2022
+50 Organizations - 6 Workstreams – Global Initiative



What is eConsent? 

eConsent = 
Traditional Consent 
Process Supported 

by One or More 
Digital Features

eConsent is an 
Umbrella Term



Harmonization of eConsent Terminologies 

*Supporting article:  eConsent Why Language Matters, Applied Clinical Trials Dec 2023, Author Hilde Vanaken et all.

Glossary of eConsent Terms 
with 64 eConsent Platform & 
Operational Aspects Terms 
Simple and clear terms with 
descriptions and examples



Example - 20 different eConsent Digital Features Terms

Digital features terms cluster 
individual digital feature examples 
based on their characteristics 
and commonalities



Example – “Confirmation of Participation” Digital Feature Term 

Examples on how to describe in detail are 
included in the Glossary of eConsent Terms 

(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”



Example - eConsent “ Location” Term 

“In person” does not mean 
the same for everyone

* eConsent operational aspects terms are usually also applicable for the paper consent process



ECs and HAs eConsent Submission Docs - Industry Perspective

• HA and EC Submission Docs Surveys with 28 questions 
on various eConsent platform & operational aspects

• Should HA (or EC) to be informed or not + rationale?
• In which HA (or EC) submission doc to document?  
• Should HA (or EC) approve or not?

• 63 organizations completed the ECs Docs Survey
• 58 organizations completed the HAs Docs Survey
• Not one single question had 100% consensus

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



Example  – “Protocol” Selected As Submission Document

Different opinions on all 
aspects whether to report or 
not in the protocol “between” 

but also “within” the same 
organizational types even 
within the same country



eConsent Study Documents Recommendations

Recommendations drafted for 
9 study documents



ECs, Sponsors & Vendors Perspectives about eConsent 

Important factors in 
your approval 

process

Minimal signature 
requirements for on-

site, remote with video, 
remote with phone call

Personal data hosting 
requirements

Material required 
for submission

Barriers Drivers

Remote participant 
identification 

methods

Digital features 
usage and value

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

Ethics Committees Survey
• 49 Ethics Committees respondents
• 15 different countries, 70% of Europe
• 35% never received an eConsent

Sponsors/ Vendors Survey
• 42 respondents (67% sponsors, 33% vendors)
• 26% no eConsent experience (36% sponsors, 

7% vendors) 



Example – Some results of Ethics Committees Survey  

More stringent eSignature requirements when 
moving from on-site to remote workflows

Some examples of differences between 
European and North American Ethics 

Committees respondents



Example – Some Results of Sponsors & Vendors Survey

Significant barriers to eConsent 
adoption for sponsors and vendors

Most important factors driving 
eConsent for sponsors and vendors



eConsent Fit-for-Purpose Study Framework

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

5-step process to define and design the right eConsent 
for a particular study and to generate effective and 

comparable eConsent study outcomes



Detail – Step 1 & 2 of eConsent Fit-for-Purpose Study Framework

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 



Key Take Aways

eConsent Can Bring Value to All 
Stakeholders Involved • Without a common understanding, 

conversations become meaningless

• Be transparent on what you are doing,  
communicate with your stakeholders

• There is NO one-size-fits-all eConsent. 
Each study, each site, each participant 
might have different needs 

• Generation of effective and comparable 
eConsent study data is key for adoption 

But



Thank You!

Interested to Know More or Any 
Feedback on eConsent Tools? 

hilde.vanaken@efgcp.eu
hilde.vanaken@tcs.com

eConsent tools

mailto:Hilde.vanaken@efgcp.eu
mailto:Hilde.vanaken@tcs.com

