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Which option best describes your 
company?

ⓘ Start presenting to display the poll results on this slide.



Which option best describes your role 
within the company?

ⓘ Start presenting to display the poll results on this slide.



What experience do you have with 
eConsent? 

ⓘ Start presenting to display the poll results on this slide.
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Hilde Vanaken, PhD, Eng, MsC

Head European Forum GCP eConsent 
Initiative

Unraveling all Disconnects, 
Misconceptions and Uncertainties 
about eConsent:   European Forum 
GCP eConsent Initiative
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Common eConsent Misunderstandings
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eConsent is an Umbrella Term

eConsent = 

Traditional Consent 

Process Supported 

by One or More 

Digital Features
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eConsent Experience in Industry 

2023 eConsent Surveys
(EFGCP Study Docs eConsent Surveys)

DIA 2023 eConsent Audience Poll 
(eConsent session with FDA, MHRA, EFGCP & chair 

Roche)

• Implemented on at least one study: 

41%

• Exploring (not yet implemented): 24%

• Not Exploring: 35%

Implemented on at least one 

study

• Pharma: ~80%

• Academic Institutes: ~22%

• Vendors: ~85%
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eConsent is 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: Request of European Forum GCP to help with eConsent in Europe                                       

 Numerous interpretations, conflicting messages, limited stakeholder insight
*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. 
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European Forum GCP eConsent Initiative

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
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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
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Example – Digital Features Terms (~ Platform Aspects Terms)

• Terms cluster individual digital 

feature examples based on their 

characteristics and 

commonalities

• Describe the example to avoid 

misunderstanding. 
• E.g. “Not eSignature” but “handwritten 

signature on an electronic device”:

 (Europe)

eIDAS Simple 

eSignature 

(US) 

NOT an eSignature
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Example – Stakeholders & Location (~ Operational Aspects 
Terms) 

All stakeholders 

should be 

considered  

“In person” does not mean 

the same for everyone

Operational Aspects terms are often also applicable on the traditional consent process
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ECs and HAs eConsent Submission Docs - Industry 
Perspective

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

• 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
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Example – “Protocol” Selected As Submission 
Document

Different organization 

types had different 

opinions on whether to 

report or not a certain 

aspect in the protocol
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eConsent Study Documents Recommendations

Recommendations 

drafted for 9 study 

documents
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ECs, Sponsors & Vendors eConsent Expectations and 
Perspectives

Ethics Committees Survey
•49 Ethics Committees respondents

•15 different countries, 70% of Europe

•35% never received an 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

Sponsors/ Vendors Survey
• 42 respondents (67% sponsors, 33% 

vendors)

• 26% no eConsent experience (36% 

sponsors, 7% vendors) 

Barriers Drivers

Remote participant 

identification 

methods

Digital features 

usage and value

Article and Results Ready to Publish
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eConsent Fit-for-Purpose Study Framework

5-step process to define and design the right 

eConsent for a particular study and to generate 

effective and comparable eConsent study 

outcomes

* Supporting Article: Effective eConsent Strategies for Every Study. Applied Clinical Trials Aug 2024, Author Hilde Vanaken et all.
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Step 1 & Step 2 – Some More Details

• Step 1 - Define the Benefits and Challenges 

for your Particular Study and Its Stakeholders 

• Step 2 – Define the Best Matching eConsent 

Platform and Operational Aspects

18 Potential Benefits

16 Potential Challenges

Best Matching Digital Features/Benefits
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Key Take Aways

• Without a Common Understanding, 

Conversations Become Meaningless

• There is NO one-size-fits-all 

eConsent 

• Effective and Comparable eConsent 

data are the fuel for broader 

adoption

• Flexibility for Sites and Participants 

– the 2 Consent Drivers - is Key

A suite of eConsent tools is available at 

efgcp.eu

Will You Join the Journey to bring 

eConsent to the place it 

deserves?

Any feedback on eConsent tools, please let me know!
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Thank You
Interested to Know More?

Hilde.vanaken@efgcp.eu

mailto:Hilde.vanaken@efgcp.eu
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EMA – eConsent in National Provision Overview* 

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

All countries allow eIDAS electronic signatures (simple, advanced or qualified eSignature) and 2 countries 
require a physical face to face meeting between participant and PI during consent procedure: Belgium (but 
exceptions possible) and Hungary. 
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Zabir Macci

Director, Strategy & Solution Engineering

IQVIA Patient Technologies

Why eConsent?
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The burden of clinical trials participation

Estimated 70% of participants live 

>2 hours away from trial sites

Resulting in >135 miles/2+ hours 

traveled to and from site for each visit
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Flexible, scalable, proven technology solutions

Simplifying and improving the participant experience 

Traditional 

trial model
Flexible hybrid 

approach

Consent

IRT Supply

Paper 

Questionnaire

Biometric data 

and vital signs 

eConsent

Direct-to-Patient

IRT Supply

ePRO/eCOA

Connected 

Devices
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Benefits of eConsent Use

Patient Centricity

Improved Quality

Improved Efficiencies

Data Integrity & Transparency

Protocol and regulatory compliance

Consistent delivery of information 

CRA efficiency

Remote monitoring

Interactive reading experience

Improved comprehension

Better compliance, better retention

Comprehensive audit trail

Specificity and analytics
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Proven value for all stakeholders in the clinical trial process

eConsent benefits stakeholders & eliminates hidden costs 

Participants

• View multimedia education 

& flag question areas 

• Better understand risks and 

benefits

• Tablet easier to hold 

• Higher levels of satisfaction

• Better adhere to protocol

Trial Staff

• Eliminate repetition in 

explanations and providing 

own definitions

• Version and document 

management

• Automatically record 

consent notes

• Streamlined re-consents

Monitors

• View real-time consent 

status across sites globally

• Easily access detailed 

audit trails

• Rely on date/time stamps

• Access optional consent 

element reporting

Sponsor

• Assured of the integrity of 

the consent process

• Fewer consent-related audit 

findings

• Provides valuable consent 

analytics

• Global signature compliance 

with 2 modalities

Hidden cost:

Decline consent, drop out, 

non-protocol compliance

Hidden cost:

Manual tracking, 

deviations, Time managing 

CRA visits & inspections 

Hidden cost:

Travel to sites, “blind” to 

consent source until on 

site, deviations

Hidden cost:

Timeline creep, carbon 

impact, CONQ, loss of 

biosamples
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Top 5 Business Challenges solved with eConsent

• Interactive reading experience

• Improved comprehension

• Better compliance, better retention

• Consistent delivery of information & reading analytics

• Consent related deviations, Protocol and regulatory compliance

• Comprehensive audit trail

• Accurate biosample consent tracking

• Globally compliant signature modalities

• Regulatory navigation

• Remote eSignature capabilities to meet DCT needs

• Remote Legally Authorised Representatives

Global eConsent & DCT 

capabilities4

Patient comprehension & 

retention1

Improved quality3

• CRA efficiency

• Remote monitoring

Efficiencies - 

remote monitoring5

• Seamless management of complex document collections 

and consenting events

• eConsent that fits to your trial
Complex consenting 2
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Solution

IQVIA Complete Consent solution: 

➢ Eliminates risk of incomplete ICF 

fields

➢ Reduces risk of misdating or 

inaccurate paper consenting notes 

by site staff

➢ Eliminates risk of signing incorrect 

ICF versions 

➢ Eliminates risk of patient 

reconsenting to new ICF versions

Situation

❑ Paper processes are prone to 

human error

❑ *One of the most common 

observations collected from 

issued FDA Form 483s is 

inadequate subject protection; 

informed consent issues 

❑ Average consent related 

critical and major deviations 

across all IQVIA trials is 14%

Complete Consent Case Study

Results

Reduction in consent related deviations and findings

CASE STUDY

Complete Consent
IQVIA Clinical Technology

57% 
reduction in critical 

and major ICF related 

deviations

• Across nearly 100 IQVIA trials 

implementing eConsent shows only 6% 

critical and major deviations resulting in: 
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Engage early 

with Sites

Educate and Onboard 

Sites

Build a Monitor 

Advocacy Program

Establish an 

Escalation Process

Incorporate Ongoing 

Process Improvement

Monitors must be 

involved “front line” to 

promote eConsent 

benefits, and have the 

support of eConsent 

SMEs

Timely detection of 

issues and escalation 

to secure tailored 

support from the 

project team leaders 

from site selection 

throughout conduct

Leverage patient and 

site surveys to evaluate 

and improve site 

adoption, continual 

communication through 

regular governance 

meetings

Early discussion with 

sites at feasibility / 

selection to assess 

capabilities and 

acceptability, identify 

and remove potential 

roadblocks

 

Training webinars, 

site guides and a 

practice environment 

available to sites – 

provide multiple, 

flexible means for sites 

to learn about 

eConsent and share 

feedback

Framework for managing a successful eConsent adoption

eConsent Site Engagement Strategy



SCDM 2024 Annual Conference | Sept. 29 – Oct. 2, 2024 | Boston, MA

Mingyue Xuan

Executive Director, Clinical Data Management

Real World Experience of Implementing 
eConsent
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Agenda

Journey with eConsent

Key Consideration & Challenges

Overall Benefits & Impacts for Data Management



SCDM 2024 Annual Conference | Sept. 29 – Oct. 2, 2024 | Boston, MA

About 

• Scientific Research, Data 
Analytics, Engineering

• Single Molecule Tracking(SMT) 
Technology

• Clinical development team started 
to form in Jul 2022

• Successfully implemented Wave1 
key clinical systems platform 
within 6 months

• Wave2 Journey starts with 
eConsent, SSU, etc

EDC

EDC

Data Warehouse

Data Warehouse

RTSM

RTSM

ePRO

ePRO

eSource

eSource

Coding

Coding
Informed Consent

Informed Consent

Statistical Computing Environment

Statistical 

Computing 

Environment

Clinical Data

Regulatory
Clinical 

Operation

Clinical 
Data 

Quality

SafetyOther

2024-Wave 2

2023-Wave 1

https://vpharmrdsandbox-platform2017.veevavault.com/ui/#t/0TB000000000E01/OP7/n?retrieveFilterCriteria=ObjectTab%3A0TB000000000E01&object_type__v=other_customer_application__c&readOnlyFields%5B%5D=object_type__v&expanded=details__c&s=0&account__c=OP2000000001E62&functional_area__c=OP6000000000101&business_need__c=OP5000000000203
https://vpharmrdsandbox-platform2017.veevavault.com/ui/#t/0TB000000000E01/OP7/n?retrieveFilterCriteria=ObjectTab%3A0TB000000000E01&object_type__v=other_customer_application__c&readOnlyFields%5B%5D=object_type__v&expanded=details__c&s=0&account__c=OP2000000001E62&functional_area__c=OP6000000000101&business_need__c=OP5000000000208
https://vpharmrdsandbox-platform2017.veevavault.com/ui/#t/0TB000000000E01/OP7/n?retrieveFilterCriteria=ObjectTab%3A0TB000000000E01&object_type__v=other_customer_application__c&readOnlyFields%5B%5D=object_type__v&expanded=details__c&s=0&account__c=OP2000000001E62&functional_area__c=OP6000000000101&business_need__c=OP5000000000209
https://vpharmrdsandbox-platform2017.veevavault.com/ui/#t/0TB000000000E01/OP7/n?retrieveFilterCriteria=ObjectTab%3A0TB000000000E01&object_type__v=other_customer_application__c&readOnlyFields%5B%5D=object_type__v&expanded=details__c&s=0&account__c=OP2000000001E62&functional_area__c=OP6000000000101&business_need__c=OP5000000000210
https://vpharmrdsandbox-platform2017.veevavault.com/ui/#t/0TB000000000E01/OP7/n?retrieveFilterCriteria=ObjectTab%3A0TB000000000E01&object_type__v=other_customer_application__c&readOnlyFields%5B%5D=object_type__v&expanded=details__c&s=0&account__c=OP2000000001E62&functional_area__c=OP6000000000101&business_need__c=OP5000000000701
https://vpharmrdsandbox-platform2017.veevavault.com/ui/#t/0TB000000000E01/OP7/n?retrieveFilterCriteria=ObjectTab%3A0TB000000000E01&object_type__v=other_customer_application__c&readOnlyFields%5B%5D=object_type__v&expanded=details__c&s=0&account__c=OP2000000001E62&functional_area__c=OP6000000000101&business_need__c=OP5000000000801
https://vpharmrdsandbox-platform2017.veevavault.com/ui/#t/0TB000000000E01/OP7/n?retrieveFilterCriteria=ObjectTab%3A0TB000000000E01&object_type__v=other_customer_application__c&readOnlyFields%5B%5D=object_type__v&expanded=details__c&s=0&account__c=OP2000000001E62&functional_area__c=OP6000000000101&business_need__c=OP500000000T001
https://vpharmrdsandbox-platform2017.veevavault.com/ui/#t/0TB000000000E01/OP7/n?retrieveFilterCriteria=ObjectTab%3A0TB000000000E01&object_type__v=other_customer_application__c&readOnlyFields%5B%5D=object_type__v&expanded=details__c&s=0&account__c=OP2000000001E62&functional_area__c=OP6000000000101&business_need__c=OP500000000T002
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Journey with eConsent Implementation

Sites Outreach
System 

configuration & ICF 

Digitalization

eConsent 

Implementation 

Kick off

Vendor Selection 

& Feasibility 

Evaluation

Sep2024

Aug2024

Jul2024

Feb2024 Jul2024

Process 

Workshops
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Key Considerations with eConsent Implementation

Focus Area eConsent Compliance
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Focus Area eSignature
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Focus Area Processes & Procedures
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Focus Area System requirement & Integration

Focus Area Sites & Patients Consideration
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US

❑eConsent must include all elements of 
informed consent as require by HHS and FDA

▪ Common Rules(1991, revised 2018)

▪ HHS and/or FDA Regulations (Element of ICF 
and documentation requirements):

-45 CFR Part 46.116

-21CFR Part 50.25

-45CFR Part 46.117 and 21CFRPart50.27

-21CFR Part 50.20

❑eSignature requirement

• 21CFR Part 11[13]

• A Wet ink paper signature equivalent.

• No particular method is mandated

ROW

•Country by country evaluation

•eIDAS 910[12]

•EU’s GDPR

•eSignature compliance with 21CFR Part 11[13]: 
Africa

•Qualified signature required: Germany, Austria

•Certification of eSignature required: Costa Rica

•Not allow eSignatures

•E.g. Bulgaria, Czech Republic, Hungary, 
Switzerland, France… etc.

•Physical signoff required

•Regulation might be changed all the time

•Temporary regulations during Pandemic

eConsent Regulatory Compliance
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• Simple electronic Signature

• Advanced electronic signature 

• Qualified Signature

eSignature (EU Categorization)
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eConsent Stakeholders’ Data Flow

Participants

Site-Specific ICF

Participant 
Contact Info**

Consent 
Responses

Site
(Site)

Site-Specific ICF

Participant 
Contact Info*

Sponsor ICF 
Template

Consent 
Responses

Sponsor
(Sponsor)Sponsor ICF 

Template

Site-Specific 
ICF

Consent 
Responses
(Deidentified)

Signed ICFSigned ICF

EncryptedEncrypted

IRB 

Approval 

required

Maintain all 

ICF Versions

SOPs/Processes 

update
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eConsent System Consideration

• Stored in a secure, HIPAA-compliant system

• Sign on a device: Provisioned Device VS BYOD

• Be able to manage multiple versions of ICF

• Be able to manage Protocol amendments

• Support Multi-media

• Be able to meet Data privacy requirement  (GDRP)

• Support Multiple roles access

•   stem integration ( T  ,  T  , ED , eT F… et .)

• Archival 
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Site & Patient Consideration

• Site outreach

• Sites/Patients System Training

• Language translation

• On-site VS Remote

• Hybrid Model: eConsent + Paper Consent
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eConsent Benefit & Data Management Impact

• Better comprehension of ICF by 
patients

• Eliminate any travel constraint 
during the informed consent 
process

• Accelerate the study and startup

• Real time consent capture

• Integration with other Data 
Collection/study management 
systems

• Central location and audit trail of 
managing all ICFs

• Improve patient's enrollment

• Reduce Drop off rate

• Improve Long term Recall of ICF

• Reduce the consent related protocol deviations

• Avoid data entry delay of reconsent

• Synchronize the timing to trigger protocol 
amendment related changes in multiple systems

• Reduce data review challenges due to the multiple 
protocol amendments or country specific 
amendments requirement

• Improve overall quality of data collection

• Reduced manual effort/errors of ICF management

• Easy for regulatory auditing
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Key Takeaways

Carefully planning of 
eConsent 

implementation is 
critical. There are many 

considerations.

Being flexible and a 
backup plan is always 

needed

Keeping Regulatory 
requirement and 
guidance in mind

Involving Key 
Stakeholders early and 

understanding their 
need

Implementing eConsent 

improves t e parti ipants’ 

experience and the overall 

quality of trial conduct.
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References

• eCFR :: 45 CFR Part 46 (July 19, 2018) -- Protection of Human 
Subjects

• https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50

• https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-11

• Electronic_Informed_Consent_Implementation_Guide_Practical_Con
siderations_Version_1.0___March_2021_2.pdf (eucrof.eu)

• https://gdpr-info.eu/

https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46
https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-11
https://www.eucrof.eu/images/Electronic_Informed_Consent_Implementation_Guide_Practical_Considerations_Version_1.0___March_2021_2.pdf
https://www.eucrof.eu/images/Electronic_Informed_Consent_Implementation_Guide_Practical_Considerations_Version_1.0___March_2021_2.pdf
https://gdpr-info.eu/

	Slide 1
	Slide 3
	Slide 4
	Slide 5
	Slide 6: Hilde Vanaken, PhD, Eng, MsC
	Slide 7: Common eConsent Misunderstandings
	Slide 8: eConsent is an Umbrella Term
	Slide 9: eConsent Experience in Industry 
	Slide 10: eConsent is Not a New Concept
	Slide 11: European Forum GCP eConsent Initiative
	Slide 12: Harmonization of eConsent Terminologies
	Slide 13: Example – Digital Features Terms (~ Platform Aspects Terms)
	Slide 14: Example – Stakeholders & Location (~ Operational Aspects Terms) 
	Slide 15: ECs and HAs eConsent Submission Docs - Industry Perspective
	Slide 16: Example – “Protocol” Selected As Submission Document
	Slide 17: eConsent Study Documents Recommendations
	Slide 18: ECs, Sponsors & Vendors eConsent Expectations and Perspectives
	Slide 19: eConsent Fit-for-Purpose Study Framework
	Slide 20: Step 1 & Step 2 – Some More Details
	Slide 21: Key Take Aways
	Slide 22: Thank You
	Slide 23: EMA – eConsent in National Provision Overview* 
	Slide 24: Zabir Macci
	Slide 25: The burden of clinical trials participation
	Slide 26: Simplifying and improving the participant experience 
	Slide 27: Benefits of eConsent Use
	Slide 28: eConsent benefits stakeholders & eliminates hidden costs 
	Slide 29: Top 5 Business Challenges solved with eConsent
	Slide 30: Complete Consent Case Study
	Slide 31: eConsent Site Engagement Strategy
	Slide 32: Mingyue Xuan
	Slide 33: Agenda
	Slide 34: About 
	Slide 35: Journey with eConsent Implementation
	Slide 36: Key Considerations with eConsent Implementation
	Slide 37: eConsent Regulatory Compliance
	Slide 38: eSignature (EU Categorization)
	Slide 39: eConsent Stakeholders’ Data Flow
	Slide 40: eConsent System Consideration
	Slide 41: Site & Patient Consideration
	Slide 42: eConsent Benefit & Data Management Impact
	Slide 43: Key Takeaways
	Slide 44: References

