
To be updated -  Would use something similar as linked In post



• Questions & Answers

• The Path To eConsent Success is in Your Hands

• Diving into the EFGCP eConsent Suite of Tools
• eConsent Terminologies – The Foundation
• eConsent Study Documents 

Recommendations
• Insights in Ethics Committees, Sponsors  

and Vendors Expectations
• eConsent Fit-for-Purpose Study Framework

• Why the European Forum GCP eConsent Initiative?  

Agenda & Speakers

Hilde Vanaken
Head EFGCP eConsent Initiative, 
EFGCP, TCS

Bethany Pryski
Strategic Solutions Senior Manager 
Information Management, Pfizer

Susie Song
Senior Manager, Informed Consent Management
Biogen

Silvia Chia
Consultant and Owner
Regulatory Sense Ltd.

Rebecca Zeising
Head of Business Development
PharmaTrail

1

2

3

4

A

B

C

D



Why the European Forum GCP eConsent Initiative?1



The Informed Consent – A Fundamental Clinical Trial Process 

A process between a  participant* and 
investigator by which a 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 E6 (R3)
*or their legally accepted representative



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 Participants & Sites 

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: Results of J&J phase III study 
with 76 participants of 13 sites being 
offered and using eConsent*

2016: Results of Transcelerate Participant eConsent 
survey including 3045 participants and Site 
Advisory Group virtual sessions with 8 sites**

73% of participants felt eConsent help 
understanding better 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 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 – Examples of Common Misunderstandings



eConsent – Examples of Common Disconnects

eConsent and eSignature Isn’t Allowed in European Country X

Focusing on eSignature Only & Claiming Increased  Understanding
Misaligned benefits and digital features, the method of signing does not have any impact on 
participant understanding

EMA Recommendation Paper on Decentralized Elements in Clinical Trials, 13 December 2022

eConsent and eSignatures are allowed in all European Countries and many other countries 
and regions such as e.g. US



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



Diving into the EFGCP eConsent Suite of Tools2



eConsent Terminologies – The Foundation!
2A Library Workstream

Presenter: Rebecca Zeising, PharmaTrail



What is eConsent? 

eConsent = 
Traditional Consent 
Process Supported 

by One or More 
Digital Features

eConsent is an 

Umbrella Term



The Glossary of eConsent Terms and Corresponding Article

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

Goal: Harmonization of eConsent Terminologies 



Defining Platform Aspects & Operational Aspects

Glossary of eConsent Terms with 
64 eConsent Platform & 

Operational Aspects Terms 
Simple and clear terms with 
descriptions and examples



Example – Digital Features as eConsent Platform Aspects Terms

20 Digital Features Terms 
clustering individual digital feature 
examples based on their 
characteristics & commonalities



Example - Some Digital Features In Detail 

Digital interactive 
consent content for the 

site investigator/ 
delegate to close the 

loop on any questions, 
concerns, or knowledge 

gaps from the participant.

Digital interactive 
consent content where 

an interaction of the 
participant might be, or 

is required, to check 
comprehension.

Digital educational 
consent content that the 

participant can read, 
watch, hear, etc. but that 

does not allow an 
interaction from the 
participant beyond 

consuming the content.

Educational Content Comprehension Content Comprehension Confirmation

Example: Video Example: Quiz Example: 
Site confirmation box



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 – Other eConsent Platform Aspects Terms 

Business Intelligence

Example: 
Dashboards, Reports, Alerts on 
pending re-consents

Legal disclaimer or privacy 
clause/agreement of the participant 

that their personal data can be 
collected and/or used in the 

eConsent platform. This 
agreement/clause can be part of the 
consent content and/or is collected 
prior to the usage of the eConsent 

platform itself.

Data Privacy Clause / Agreement

Example: 
Company and/or eConsent platform
specific legal disclaimer

Data Privacy 

Clause is essential 

and must be 

included, although 

its placement can 

be flexible

Overviews of eConsent status for 
an individual participant or across 

participants at a site, country, 
regional and global level



Example – eConsent Operational Aspects Terms

Location Terms
“In person” is not the 

same for everyone

Stakeholders Terms
Different Stakeholders 

Can Play a Role

Operational Aspects terms are often also applicable on the traditional consent process



Example – “Consent Workflows“ Terms as Operational Aspects

Initial ConsentDeclined

Reconsent

Withdrawal

Withdrawal

A withdrawal can 
only happen after a 
consent has been 

signed!

Another Workflow Term is “Dynamic Consent” (≠ eConsent)



Glossary of eConsent Terms – Key Takeways

• eConsent = traditional consent process supported by one or more digital 

features

• eConsent is an umbrella term – always specify the different aspects!

• Your foundational tool: Glossary of eConsent terms 

• Glossary describes the majority of eConsent platform and operational 

aspects containing the term, description and examples to foster the right 

understanding for all stakeholders.



eConsent Study Documents Recommendations

2B Study Docs Workstream
Presenter: Silvia Chia, Regulatory Sense Ltd.



Industry Perspective on ECs & HAs eConsent Submission Docs

Two surveys (EC and HA) addressing the Who, What, Where 

and Why of various eConsent platform & operational aspects:

• should HA (or EC) be informed or not + rationale?

• in which HA (or EC) submission doc should it be documented?  

• should HA (or EC) approve or not?



Broad Range of Questions – High Level Overview

Same set of 28 questions 

for Ethics Committees and 

Health Authorities



Broad Range of Questions – Some Examples

Should HA (or ECs) be informed if the monitor has 
remote access to PII data?

Should HA (or ECs) be informed if the participant 
is using his own mobile device?

Should HA (or ECs) be informed if the eConsent 
tool is integrated with other study systems?

Should HA (or ECs) be informed how the 
participant can access the fully eSigned form?



ECs and HAs eConsent Submission Docs Survey - Results

EC Submission Docs Survey: 

63 organizations

HA Submission Docs Survey: 

58 organizations

Similar organizational 
distribution but with 
few HAs included to 
compare with industry 
perspectives

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



ECs Submission Docs Survey Results - ECs Should Be Informed (or not)   

• Overall opinion that ECs 

should be informed of 

MOST aspects but

• various level of consensus

• not one single question with 

100% consensus

• Overall, aligned opinions 

on most aspects (80%!) 

between industry and 

Ethics Committees



Examples - Various Level of Consensus 

High Consensus 
(+70% of Organizations)

• Participant’s use of digital 
features, use of eSignature, 
remote consent withdrawal, 
remote identification methods, 
location of consent discussion, 
training, and access to 
helpdesk

• Participants’/sites’ use of a 
provisioned mobile device

• Sites’ use of digital features

• Electronic data storage of PII 
data

Medium Consensus 
(60-70% of Organizations)

• Participant’s use of wet-ink 
signature and electronic 
storage and linkage with digital 
features, use of own mobile 
device

• Remote monitor access to PII 
data

Low Consensus 
(50-60% of Organizations)

• Platform validation, platform 
integration with site systems

Ethics Committees Should Be Informed Ethics Committees 
Should NOT Be Informed

• Sites’ training, sites’ access to 
helpdesk

No Consensus On ECs 
To Be Informed or Not

• Electronic data storage of metadata 

metrics (non-PII data)

• Platform integrations with study 

systems and site systems.

• Remote monitor access to non-PII 

data.



ECs Submission Docs Results - “Protocol”

• Protocol selected as the 

submission document to 

reflect ALL aspects but

• high variation between 

aspects and consensus level

• not one single question with 

100% consensus

• Academic Institutes and 

Ethics Committees had 

overall strong preference 

for the protocol 



HA Submission Docs Results – HAs Should NOT be Informed

• Overall opinion that HAs 

Should NOT be informed of 

MOST aspects but

• various level of consensus

• not one single question with 

100% consensus

• Limited alignment (25%!) 

on most aspects between 

industry and Health 

Authorities



eConsent Study Documents Recommendations

• Protocol
• Health Authority Submission Cover Letter
• Ethics Committees Submission Cover Letter
• Participant-related eConsent Documents
• Informed Consent Document
• Site eConsent Document
• Monitoring Plan
• Data Management Plan
• Platform/Vendor Due Diligence Documents

Recommendations created for        
9 study documents

More than 50 different eConsent 
Platform and Operational Aspects 

have been considered



Example – eConsent Recommendations for Protocol

• Recommendations combine 

survey results and practical 

implications (e.g. limit 

unnecessary complexities).

• Variations might exist (e.g. 

study, #eConsent aspects 

used). There is no one-size-

fits-all study document 

recommendation.



Study Documents Recommendations – Key Takeways

Many uncertainties and different opinions exist on what Ethics Committees and 
Health Authorities should be informed about (or not), and how other stakeholders 

should indiate the various eConsent aspects within the study documents

eConsent Study Documents Recommendations



Insights in Ethics Committees, Sponsors          

and Vendors Expectations2C
Database Workstream

Presenter: Susie Song, Biogen



ECs, Sponsors & Vendors eConsent Perspectives & Expectations

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

Ethics Committees 
eConsent Survey

(15 core questions and some sub-questions)

Sponsors/Vendors 
eConsent  Survey

(13 core questions and some sub-questions)

* 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 eConsent Survey - Results

• 49 ECs respondents of 

15 different countries

• 35% of ECs have never 

been asked to review 

an eConsent



Ethics Committees eConsent Survey - Results

Preserving the interaction 

between participant and 

investigator was reported as 

the most important approval 

factor for Ethics Committees



Ethics Committees eConsent Survey  - Results

• Overall, high acceptance for 

eSignatures by ECs!

• More stringent eIDAS 

signature requirements when 

moving from on-site to 

remote workflows to 

include identity verification.

Minimal Signature Requirements (eIDAS categories, wet-ink) for eConsent



Ethics Committees eConsent Survey  - Results

Regional differences 

exist between European 

and North American 

Ethics Committees, but 

some are less profound 

or not as expected



Ethics Committees eConsent Survey  - Results

Higher experience of 
North American ECs

Higher preference of 
European ECs to store 
electronically collected 
personal data on-site



Ethics Committees eConsent Survey  - Results

Higher preference of North 
American ECs to always 
provide a paper option

Higher preference of 
North American ECs to 
use wet-ink signature in 
case of on-site eConsent



Sponsor/Vendor eConsent Survey - Results

• 42 Sponsor/Vendor 

respondents of 16 

different countries

• 26% with no experience 

with eConsent (36% 

sponsors, 7% vendors)



Sponsors/Vendors eConsent Survey - Results

Compliance and patient-

centricity as most important  

driving factors for sponsors 

and vendors



Sponsors/Vendors eConsent Survey - Results

• Site adoption and regulatory approval 

concerns as most significant barriers 

for sponsors and vendors

• Platform challenges, delay in 

timelines and lack organization 

delivery structure seen as additional 

significant barriers by sponsor



Ethics Committees, Sponsors and Vendors - Key Takeways

• Ethics Committees are supportive for eConsent, but key is to
• Ensure the participant-investigator interaction is not impacted
• Ensure a paper option is available
• Ensure participant data and identity are securely stored and protected

• There might be different views between stakeholders, such as e.g., 
perceived barriers of sponsors versus vendors

Transparent and direct interaction with the 

involved stakeholders is key



eConsent Fit-for-Purpose Study Framework

2D
Pharma, Vendor & Academic Institutes Workstreams

Pharma WS presenter: Bethany Pryski, Pfizer



To Date, eConsent Adoption Is Limited

There is No One-Size-
Fits-All eConsent 

Lack of Concrete 
eConsent Study Data

Each indication, each study, 
each site, each participant might 

have different needs

Lack of effective, comparable 
metrics and measurements, 

limited insight in analysis 
methodology and aspects used

* In addition to the other challenges addressed already such as the disconnects in understanding  



eConsent Fit-for-Purpose Study Framework

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



A 5-Step Process Flow To Enable a Fit-for-Purpose for Your Study

Depending on the organization strategy, variations might exist in the overall process flow. 



Step 1A – Define the eConsent Benefits For Your Study

• 18 potential eConsent 

benefits and impact on 

sponsor, site & participant

• All potential benefits have 

an impact on both sponsor 

and sites, either directly or 

indirectly



Potential eConsent Benefits –Some Examples

Sponsor: +++ 
Site: +/++/+++; 
Participant: /

• Reducing on-site consent 
monitoring activities

• Improving oversight and 
real-time insights

• Increasing the quality of 
consent data

• Enabling integrations with 
other systems

Site: +++ 
Sponsor: +/++/+++; 
Participant: +/+++

• Improving tracking and 
insight into optional 
consents

• Improving consent 
storage and archival

• Improving compliance 
with the consent process

• Supporting sites to have a 
more tailored discussion 
with the participant

Participant: +++ 
Site: +++

Sponsor: +++

• Enhancing participant 
preparedness in advance

• Improving consistent and 
complex information 
sharing

• Enhancing access, 
recruitment and diversity

• Improving participant’s 
understanding



Step 1B – Define the eConsent Challenges For Your Study

• 16 potential eConsent 

challenges and impact on 

sponsor, site & participant

• Challenges are not the 

same as risk and are not 

meant to discourage but 

are important to consider 

and proactively mitigate



Potential eConsent Challenges – Some examples

Note – some benefits can also be present a challenge.   

Technology adoption 
and digital skills

Impact on timelines

Impact on workload

Impact on budget



Step 2 – Define the Best Matching eConsent Aspects For Your Study

Overview of digital 

features with high 

impact for each 

eConsent benefit.



Digital Features vs Benefits – Some Examples

Digital features such as educational content, 

comprehension content and communication 

channels have a high impact on benefits 

directly impacting participants



Digital Features vs Benefits – Some Examples

Digital features such as confirmation of 

participation, signed consent upload, 

paper consent tracking have a high impact 

on benefits specifically for the sponsor

Note – also other platform and operational aspects and how to mitigate eConsent challenges are covered in the framework



Step 3 – Evaluate Your eConsent Objectives and Aspects Upfront 

with Selected Stakeholders

Highly recommended to cross-

check your assumed eConsent 

objectives and related aspects for 

your study upfront with some 

selected stakeholders

Different methodologies for sponsor to collect stakeholder’s feedback

Go/No Go eConsent 
Decision For Your Study



Step 4 – Define the eConsent Metrics and Measurements for Your 

Study and Stakeholders

• 9 Key Performance Indicators 

(KPIs) were identified with detailed 

qualitative and quantitative 

measurements described in the 

framework. 

• Most measurements are qualitative 

since the data reporting capabilities 

related to consent activities are 

currently limited or fragmented 

and require careful understanding 

and interpretations



Step 5 – Define the eConsent Analysis and Reporting Approach 

• Different approaches to analyze 

your KPIs with their advantages 

and disadvantages

• Additional considerations are also 

listed, e.g. the timing of 

assessment might vary 

depending on the KPI



eConsent Fit-for-Purpose Study Framework - Key Takeways

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

• Define your eConsent objectives for your study upfront, and select the best 
matching platform and operational aspects to reach your goal

• Don’t assume, do an upfront check with your stakeholders

• Generation of effective and comparable eConsent study data, and sharing 
of outcomes, is critical for eConsent adoption

eConsent Fit-for-Purpose Study Framework



The Path to eConsent Success is In Your Hands3



A Whole Suite of eConsent Tools Available 

eConsent Fit-for-Purpose 
Study Framework 

Glossary of 
eConsent Terms

eConsent Study Documents 
Recommendations

Let’s work together to bring eConsent              
to the place it deserves!

Please scan the QR code to access all 
EFGCP eConsent resources or go to www.efgcp.eu!



Questions & Answers4



Thank You!
EFGCP eConsent Initiative With the Support Of 

For questions & feedback on the tools: hilde.vanaken@efgcp.eu

A short webinar FU survey will be sent in the coming days!

mailto:hilde.vanaken@efgcp.eu
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