EUFEMED-HEALIXIA Joint Conference - 22 May 2025
Mastering increasing complexity in developing innovative therapies

eConsent Done Right:

A Fit-for-Purpose Study Framework

Hilde Vanaken, PhD, Eng, MsC

Head European Forum GCP eConsent Initiative
Head TCS Industry Leaders Life Sciences



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
(ICH GCP)

Without Consent — No Participants — No Clinical Trials




The Electronic Informed Consent (eConsent) - Not a New Concept

Some Data of My Own eConsent Journey

 2013: Launched J&J First Global Phase Illl 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

Some Stakeholder Feedback Data of My Own eConsent Journey

+ 80% of participants found the video 73% of participants felt eConsent help
and quiz to help their understanding understanding the clinical trial
77% of sites reported that eConsent Sites felt éConsent improved data
improved the consenting process quality and allowed a more tailored

discussion with participants

2013: data of J&J phase IIl study with 291 6: Data of Transcelerate participant survey
with 3045 respondents and Transcelerate site

76 participants and 13 sites* . , . . )
advisory group virtual sessions with 8 sites**

*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 - Where Are We Today?

m) WHY?

eConsent adoption
is limited



eConsent — What Is Hampering eConsent Implementation?
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eConsent — Some Common Misunderstandings

X

X X X X X

eConsent is the same as
remote consent ...

eConsent requires an
electronic signature ...

eConsent requires participants with
a mobile device or experience...

eConsent replaces site &
participant interaction...

eConsent changes responsibilities
within a consent process...

eConsent is a new process...

eConsent eliminates the consent
document...

)

.. remote consent is about the location,

and might even be entirely on paper

... eConsent can include paper and
various electronic signatures

... participants do not need mobile
devices or mobile experience

... eConsent enhances the site
and participant interaction

... Investigator, monitor, etc. keep
the same accountabilities

... follows the existing process but
presents it differently

...the consent document is and remains

the take home document
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eConsent — Some Disconnects

/Use of eSignatures European Countries Is Acceptable!

Ql2:ls tp ssible to

signatures instead fwt k Ify

please spec fy the footnotes whi h ~ *
IDAScatgry pctdf r the

electro

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

XeSignature Improves Participant Understanding

The method of signing does not have any impact on participant understanding
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European Forum GCP eConsent Initiative - Mission EF

GCP

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?

Informed Consent Process

O v O v @ vy v &

PROVISION OF
INFORM DISCUSS
PRE-CONSENT SIGN SIGNED COPY

>
+ 3 ./
Consent Document Consent Document One or More

(Paper Only) (Paper or Digital) Digital Features

Paper Consent Electronic Consent

eConsent =
Traditional Consent
Process Supported
by One or More
Digital Features

) g

eConsent is an
Umbrella Term



Harmonization of eConsent Terminologies

Glossary of eConsent Terms

General Information

In the dynamic landscape of eConsent, forging a common understanding of various aspects of eConsent
through harmaonized terms represents the foundational stride toward clarity and consensus.

Widespread misunderstandings result in conflicting messages on acceptance and nan-acceptance of
eConsent, lack of clarity regarding study document requirements, and incomplete insights into benefits
and challenges pased to stakeholders.

To enable a common understanding and facilitate adoption of eConsent, the multi-stakeholder,
nanprofit European Forum for Good Clinical Practice {EFGCP) eConsent Initiative developed a Glassary
of eConsent Terms to standardize the nomenclature and terminology used to describe eConsent.

Firstly , and most impartant, “eConsent” is an averarching term and there are multiple different
eConsent models - there is no-ane-size-fits-all. The main point of commanality between all models is

“the use of one or move digital
and definition of eConsent.

Secondly, as there is no one-si
underlying platform and oper:
this glossary in the following 2

« eConsent Platform Asped
and underlying data and &
eConsent platform aspect:
characteristics and commu

+ eConsent Operational Asp
management. These aspet
examples include terminol

These aspects should nat be ¢
platform and operational aspe

The focus of this glossary was

eConsent Platform Aspects

Digital

Features

APPLIED

CLINICAL TRIALS

eConsent -Why Language Mattel

Pre-Consent Acknowledgment
Educational Content
Comprehension Content
Consent Document Copy
Identity/Authentication
Comprehension Confirmation
Documentation/Log
Signed Consent Upload
Paper Consent Tracking
Communication Channels
Notifications
Confirmation of Participation:
* Electronic Acknowledgement
* (Simple) Electronic Signature
* Advanced Electronic Signature
* Qualified Electronic Signature
eConsent Platform Training Content

Non-Study, Non-Consent Related Content

Metadata Insights and Metrics
Business Intelligence
Artificial Intellisanra

« Consent Document |dentifier

+ Consent Documen

Identifiers - Participant Identifi
- Participant Token
Consent | - Participant Accounl
Account |- Stakeholder Accour

- Personal Data

E - Non-Personal Data

Types - Aggregated Metads
Data Privacy CIause/l
Compliance Docuni

Validation Docume

Integrations

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

Fnuirnnmantc

December 20, 2023
By Hilde Vanaken, Rebecca Zeising, Bethany Pryski and Liz Goodman

Fostering common eConsent terminologies enriches
communication and understanding across all stakeholders

Ask a group of industry professionals to describe ‘eConsent” and you will get a variety of answers. Some
of these answers may reflect a limited understanding of eConsent, and some may even propagate
misconceptions around the use of eConsent. A recent poll at the DIA 2023 Global Annual Meeting’s
eConsent session* asked attendees about the use of eSignature: 78% responded that eConsent requires
an electronic signature, propagating a common misconception around the varied uses of eConsent.

Widespread misunderstandings result in conflicting messages around the acceptance of eConsent, lack
of clarity regarding study documents required for Health Authority and Ethics Committee submissions?,

and incomplete insights about the benefits and chall; posed to stakehold,

Having harmonized terminologies to describe the platform and operational aspects of eConsent is
critical to eliminate misconceptions and to enable transparency and a common understanding between
all stakeholders. This was precisely the focus and intent when developing the Glossary of eConsent
terms, one of the deliverables of the multi-stakeholder, non-profit European Forum for Good Clinical
Practice (EFGCP) eConsent Initiative®. Where applicable, references to existing terminologies are
incorporated in the glossary**.

In addition, the glossary can also serve as a general knowledge base of key aspects to consider for
sponsors and vendors when deploying eConsent. Of note, even within our group of industry experts
from over 50 different organizations, we had several “eureka” moments as we learned from each

=

eConsent Operational Aspects

« Participant
- Participant Related Stakeholder
« Non-Participant Related Stakeholder

» Main Consent Document
+ Optional Consent Document
« Assent Document

Consent
Categorization

Site Location

Stakeholders + Miscellaneous Study Stakeholder . Initial Consent

- Site Investigator/ Delegate . Declined

- Site Coordinator Consent . Reconsent

« Study Oversight Stakeholder workflow . Withdrawal
Participant/ + In the Same Location * Dynamic Consent

+ Not in the Same Location
+ Mixed Location

Health Authority & Ethics Committee Submission

. Monitoring
Timing of - Discuss/Sign At the Same Time
Signature « Discuss/Sign Not at the Same Time Auditing/Inspecting
Device + Own Electronic Device lEaining
Deployment + Provisioned Electronic Device Support
Data « Personal Dat? Access Archiving/ - Site Consent Archiving
A . No.n-Persona Data Access Permanent | . sponsor Consent Archiving
CCess - Edit Access Records - Participant Consent Permanent records
+ Read Access

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



Example - 20 different eConsent Digital Features Terms

eConsent Digital Features

Participant* 2\/ Site™* "'g’l&

Interest Confirmation ( Comprehension Confirmation

: Educational Content Documentation/Log

Comprehension Content Signed Consent Upload
Consent Document Copy | Paper Consent Tracking
Identity/Authentication

Communication Channels

Notifications

Confirmation of Participation

Electronic Acknowledgement, (Simple), A(_i_vanced and Qualified Electronic Signature

eConsent Platform Training Content

\&

Non-Study, Non-Consent Related Content

—/

I

Ve

Site**, Study Oversight ,gh

Metadata Insights and Metrics

Business Intelligence

Artificial Intelligence

* Participant includes Participant Related, Non-Participant Related and Miscellaneous Study Stakeholder

** Site includes Site Investigator/Delegate and Site Coordinator

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




Example — “Confirmation of Participation” Digital Feature Term

1.12. CONFIRMATION OF PARTICIPATION
1.12.1. ELECTRONIC ACKNOWLEDGEMENT

Description:
Digital methods used by the participant and site investigator/delegate, other than a signature or equivalent, to confirm

participation in the study.

Examples:
Recording of names and tick boxes to confirm participation (no real signature), implicit consent unless opted out.

Primary stakeholders involved:
Participants, Sites.

1.12.3. ADVANCED ELECTRONIC SIGNATURE
1.12.2. (SIMPLE) ELECTRONIC ¢ peseription:

Description: e e bloofidonibinsibocicnatoniicrreated using
Any data in electronic f . . . sole control,
s used by the sgnaton] EX@MPLlES ON how to describe in detail are tectable (-

No biometric data aref ; !

e i Included in the Glossary of eConsent Terms -

Other countries and regions migh vanced esignature. DUL L0 descriDe the actual implementation o1 the esignature (see examples below).

eSignature" but to describe the ac Examples:

Simple electronic signatures (see 1.12.2) combined with multi-factor authentication (e.g., registration code, securi
P gl g., reg ty

Examples:
b questions) or biometric data collection (e.g., fingerprints, facial recognition, retina scan, voice recognition).

A handwritten signature drawn
picture of a handwritten signatur¢ Primary stakeholders involved:

. . . Participants, Sites.
To illustrate different local/regic P

electronic device” is a (simple) Ele 1,12 4. QUALIFIED ELECTRONIC SIGNATURE

electronic signature by FDA regul: Description:

Primary stakeholders involved: An advanced electronic signature that is created by a qualified electronic signature creation device, and which is based
Participants, Sites. on a qualified certificate for electronic signatures. (~ European elDAS regulation definition’).

Other countries and regions might use other categorizations; hence it is important to not simply use the term
"Qualified eSignature” but to describe the actual implementation of the eSignature (see examples below).

Examples:
Locally approved/certified identity/signature applications and software, e.g., Belgian elD software/Itsme with linked

electronic signature.

Primary stakeholders involved:
Participants, Sites.

An eSignature is Not an
eSignature Everywhere!

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

/ N\

(Europe) (US)
elDAS Simple NOT an
eSignature eSignature

Always describe in detail to ensure
correct understanding regardless of
local/regional categorizations




Example - eConsent “ Location” Term

2. Participant/Site Location

2.1. AT THE SAME LOCATION

Description:

Refers to a participant and site investigator/delegate being physically at the same location to conduct all steps of the
consent process.

Note - The location of both the participant (or the person acting on behalf of the participant) and the investigator is
fundamental. Other stakeholders may also support the participant or investigator throughout this process (e.g.
participant-related stakeholders, etc —see section B1) and may or may not be in the same location as the participant

Examples:

Investigator site (most common), participant’s home or primary address (e.g., university home for 2 student), pharmacy,

community health center.

2.2. NOT AT THE SAME LOCATION

Description:

Refers to a participant and site investigator/delegate not being at the same location to conduct all steps of the consent (13 I 2 d

process (interest confirmed, inform, discuss, sign and provision of signed copy). if all consent process steps are done not n pe rson OeS nOt I I lean

in the same location, it is often also referred to as “remote” consent.

Note - The location of both the participant (or the person acting on behalf of the participant) and the investigator is t h e S a m e fo r eve ryo n e

fundamental. Other stakeholders may also support the participant or investigator throughout this process (e.g
participant-related stakeholders, etc —see section B1) and may or may not be in the same location as the participant

Examples:
Interaction is usually supported by 2 “Communication Channels” digital feature (see section 1.10, examples are email,
chatbot, video call), but it might also be done using traditional paper processes and couriers (no digital feature involved).

2.3. MIXED LOCATION

Description:

Refers to a participant and site investigator/delegate where some consent process steps are done in the same location,
while others are not conducted in the same location.

Note - The location of both the participant (or the person acting on behalf of the participant) and the investigator is
fundamental. Other stakeholders may also support the participant or investigator throughout this process (e.g
participant-related stakeholders, etc —see section B1) and may or may not be in the same location as the participant

Examples:
Sharing of the consent information with participant is done via email (Not in the Same Location) while the discussion with
the site investigator/delegate is done at the investigator site (In the Same Location).

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



ECs and HAs eConsent Submission Docs - Industry Perspective

Category Sub-Category Should ECs (or HAs) be informed about the following aspects

APPLIED Digital Features Participant's use of digital features
CLI NICAL TRIAIS Participant's type of digital features*
Site's use of digital features
Site's use of digital features
eSignature/Wet Ink Signature Use of eSignature

Navigating eConsent Submissions:
Who, What, Where and Why?

N
By Hilde Vanaken, Silvia Chia, Tina Ci

Type of eSignature*

Participants' access to a fully eSigned form*

Use of wet-ink signature

Electronic storage of wet-ink sighed document*

e of wet-ink signature with electronic consent record*
pants' remote identification methods

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

pants' remote consent withdrawal
nic data storage of Pll data

Unraveling eConsent Ethi.
Submission Document Re

nic data storage of metadata metrics (non-Pll data)
m validation

m integrations with study systems

m integrations with site systems

e Should HA (or EC) to be informed or not + rationale?

) . .. n of consent discussion
eConsent is a hot topic within the clinical t

- . . . pants' training
interpretations and uncertainties. In this a

raining

* In which HA (or EC) submission doc to document?

Ethics Committees (ECs) and Health A All Organizati ECs alone All vs ECs
ECs should ECs should .
- . . ECs Should Don't ECs Should Don't § Aligned/ not
Current clnical ral reguiatory recuiremen * Should HA (or EC) approve or not? || g | o o |0 s
informed consent material and how infi 63 97% 3% 0% |13 | 100% 0% 0% Aligned
approved by ECs. However, they are rather ° . . I d h o 61 97% 3% 0% |13 | 100% 0% 0% Aligned
sconsens, especaly those notseen byne | © 03 Organizations completed the ECs Docs Survey o IR e B
50 80% 16% 4% 12 100% 0% 0% Aligned
The non-profit, multistakeholder, Europea 63 |EEIE 13% | 0% |15 I EENINN 0% hened
. y ° : M 55 84% 11% 5% | 10 80% 10% 10% Aligned
wants to dunge this”. Exparts from over organizations completed the S DOCS survey ss | o | 7% [ow 0| 00w | ox [ ou | Aignea
surveys to understand industry’s thinking al 63 63% 37% 0% |13 | 2% 38% 0% Aligned
- 20 68% 25% 8% | 8 75% 25% 0% Aligned
eConsent submission documents. The ta o . . o %0 63% 20% | 18% | & 63% 25% | 13% Aligned
mstrusions) ana CROjzcnnoiogy vencors. | © NOt One single question had 100% consensus N R N TR T
ide: - - nd 63 48% 44% 8% | 13 46% 46% 8% No consensus
surveys to consider their perspectives a 63 83% 11% | 6% | 13 [ 8% 8% 8% Aligned
Where the consent process discussion is going to take place? (i.e, in person, remote) (Q8) 63 79% 19% 2% 13 100% 0% 0% Aligned
If sponsors will provide a mobile device (Q9) 63 75% 21% 5% 13 92% 8% 0% Aligned
IncIusncfn of‘data pla:s (i.e. WIFI) andldewce resm;::ons (i.e. participant can only access electronic consent a7 72% 17% 11% | 12 83% 8% 8% Aligned
loring eConsent Submission Needs: Platform and Operational Aspects Eam/p T Wi provion mate fences 1)
E)(p oring e_onsen u 5SS . P sp > If a participant can use their own device? (i.e., Bring Your Own Device) (Q10) 63 65% 25% 10% | 13 85% 15% 0% Aligned
(not on-site) electronic access by a monitor to participant’s Personal Identifiable Information (PIl) (Q11) 63 62% 25% 13% | 13 69% 23% 8% Aligned
Two identical surveys focusing on eConsent study documents and information requirements for T . ey & . ao% |27% |13 [ aex 3% | 15% | Noconsensus
sithar FC ar HA cudhmiccinn wera dictribided Nniadtinne wera arnnmead intn afCancant nlatfarm and If a participant can withdraw consent in a remote setting via the electronic consent system/platform (Q13) 63 75% 24% 2% | 13 92% 8% 0% Aligned
Validation of the electronic consent system/platform (Q14) 63 56% 38% 6% 13 46% 46% 8% Not alif
If the electronic consent system/platform is linked with other study electronic systems? (e.g., EDC, RTSM) (Q15) 63 44% 41% 14% | 13 69% 31% 0% Not alif

* 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

% of organizations per organization type that selected "Protocol"

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 Platform and Operational Aspects . All .| EC . Pharma | Acad Instit Vendor

Participants' use of digital features (high-level reference) 64% 69% 41% 93% 50%
Participants' type of digital features* 49% 69% 24% 77% 9%

Sites' use of digital features (high-level reference) 58% 58% 42% 75% 44%
Sites' type of digital features* 45% 58% 30% 56% 0%

Use of eSignature (high-level reference) 47% 50% 25% 77% 36%
Type of eSignature* 37% 50% 29% 45% 25%
Participants’ access to fully eSigned form* 29% 40% 13% 55% 10%
\Use of wet-ink signature 28% 50% 20% 33% 11%
[Electronic storage of wet-ink signed document* 37% 50% 17% 50% 20%
Uinkage of wet-ink signature with electronic consent record* 36% 60% 17% 50% 20%
[Electronic data storage of Pl data 50% 80% 27% 83% 25%
|Electronic data storage of non-Pil data A7% 83% 33% 6% 0%

Participants’ remote Identification methods 46% 64% 23% 73% 33%
Location of consent discussion 64% 69% 33% 100% 60%
Use of provisioned moblle device 64% 58% 54% 92% 33%
Detalls of provisioned mobile device* 32% 30% 33% 38% 0%

Use of participants’ own mobile device 44% 36% 50% 43% 33%
Remote monitor access to Pll data 67% 56% 58% 100% 50%
Remote monitor access to non-Pll data 76% 67% 75% 100% 33%
Participants' remote consent withdrawal 47% 42% 45% 88% 18%
Platform validation 51% 33% 42% 78% 25%
Platform integrations with study systems 75% 67% 57% 86% 33%
Platform integrations with site systems 52% 44% 56% 56% 25%
Sites' training 50% 40% 60% 67% 40%
Participants' training 34% 44% 20% 64% 17%
Sites' access to a helpdesk 44% 25% 60% B80% 0%

Participants' access to a helpdesk 28% 20% 27% 44% 22%
Participants' helpdesk measures linked to privacy* 31% 29% 22% 67% 14%

Multiple Answer Categorization
High (+70% of organizations) Partial (between 25-50% of organizations) | Not selected (0%)
Moderate (between 50-70% of organizations) Low (less 25% of organizations)




eConsent Study Documents Recommendations

Table of Contents

1

2.

3.
31
3.2
4.
4.1
4.2,
5.
51
5.2
6.
6.1
6.2
7.
7.1
7.2
8.
8.1
8.2.
9.
9.1
9.2,
10.
10.1.
10.2.
11.
111,
112,
12.
13.

Recommendations drafted for

INTRODUCTION 2
WHAT IS eCONSENT 3
oroc : 9 study documents
Description 4 3. PROTOCOL
eConsent Recommendations for Protocol 4
HEALTH AUTHORITY SUBMISSION COVER LETTER a 3.1. Descri ph’on
Descripti 4
ec:::n: :ecommendmnm, Health Authority Submission Cover Letter s A document that describes the objective(s), design, methodology, statistical considerations, and orgznization of a trial.
ETHICS COMMITTEE SUBMISSION COVER LETTER 5 The protocol usuazlly also gives the background and rationale for the trial, but these could be provided in other protocol
Description s referenced documents (Definition from ICH GCP EE R2):.
eConsent Recommendations for Ethics Committee Submission Cover Letter 5
"D'::c“‘::"“‘ RELATED eCONSENT DOCUMENTS : 3.2. eConsent Recommendations for Protocol
eConsent Recommendations for Participant Related eConsent Documents 6
INFORMED CONSENT DOCUMENT a Aspects Categories Sub-Categories Category Detail | Description
Description 8
eConsent Recommendations for Informed Consent Document s Participants’ Digital High level description/reference of the digital features that a
SITE eCONSENT DOCUMENTS. 9 T High Level participant may have/use to suppart the consent process
Description...........] {eCansent).
eCansent Recomm( @ Protocol ich . . High level description/reference of the digital features that &
MONITORING PLA eConsent — e participant/site may have/use to confirm his/her participation in
peson-.... e Health Authority Submission Cover Letter Sl | [ttt Pastwas C:::m: of | MBREVEl ] e consent process: e.g an eIDAS eSignature will/can be used
onsent Recomm Py N . > - .
. s .. Aspects to confirm participant's participation in the consent process.
DATA MANAGEME[ @
Description......... EthICS Commlttee SmeISSIOn Cover Letter Description of methods used to remately identify/authenticate
eConsent Recomm . e Participants’ Remote the participant during the consent pracess: e.g. lacally
PLATFORM/VEND( i Partici pa nt related eConsent Documents Identity/Authentication approved/certified identity devices/systems, digital sharing of
;l:::::::ecomm ° Informed Consent Document n;'grump;snt (3 ldenmy.card, two-factor authenm;m(?n, ete.
sences. | @ Site eC tD t Partidpast/Sh || PuMemote | | o betweenthe paiipant and e invigaorfo h
rererences.....| @ oite eConsent Documents PR - TR gh interaction between the participant and s investigato fo the
APPENDIX A: GLOSSARY| X . Dperational p :
APPENDIX B: eCONSENT @ Monitori ng Plan A ‘ o Participants’ Remate Withd | Description that a participant can remately revake his/her
Wo decsion to participate in a clinical study via the eConsent
e Data Management Plan riflow Process platform.
° Platform/Vendor Due Diligence Documents he term “Participant™ may also apply to other stakeholders involved (e.g. legal authorized representatives, witness, translator).

There might be cases where sites are using their own eConsent platform, the sponsor will need to consider whether this
detail should be part of the protocol or be documented somewhere else.



ECs, Sponsors & Vendors Perspectives about eConsent

Ethics Committees Survey Sponsors/ Vendors Survey
42 respondents (67% sponsors, 33% vendors)

26% no eConsent experience (36% sponsors,
7% vendors)

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

Minimal signature
requirements for on-
site, remote with video,
remote with phone call

Important factors in
your approval
process

Barriers

Remote participant
identification
methods

Digital features
usage and value

Material required
for submission

Personal data hosting
requirements

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



Example — Some results of Ethics Committees Survey

Tl

On-Site Remote via Televisit Remote via Phone Call Phase IV Study
< Phase I-lll interventional studies » «+— PhaselVstudy —»
m elDAS Simple eSignature m elDAS Advanced eSignature m elDAS Qualified eSignature WetInk Signature Only

T

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

Some examples of differences between
European and North American Ethics
Committees respondents

North American European
ECs (#=9) ECs (# = 26)

Experience with eConsent 78% 65%
Personal Data Must be Stored On Site 44% 77%
Paper Option is Needed 78% 65%
Minimal Consent Signature Requirement On Site:

- Simple eSignature 33% 53%
- Advanced eSignature 33% 12%
- Qualified eSignature 11% 24%
- Wet Ink Signature 22% 13%




Example — Some Results of Sponsors & Vendors Survey

Improve compliance and quality of consent process 79% 96%
e = = Significant barriers to eConsent
That it enables decentralized trials 64% 64% adoption for SpOoNsors and vendors
Integration with other clinical systems 71% 509%
Reduction of drop ovt [T 579% Regulatory approval concerns
Improvement of recruitment rate 36% 57% Poor site adoption 61% 14%

mVendor mSponsor

T

High cost 36% 29%

Lack organization delivery structure and process 32% 7%

Most important factors driving
eConsent for sponsors and vendors

Challenges with eConsent platform 29%

Delayintimelines 29%

M Sponsor M \Vendor



eConsent Fit-for-Purpose Study Framework

TABLE OF CONTENTS

TABLE OF CONTENTS

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

1 INTRODUCTION.

2. WHAT IS eCONSENT

3. eCONSENT FIT-FOR-PURPOSE STUDY FR OVERVIEW

4. STEP 1: DEFINE THE eCONSENT BENEFTS AND CHALLENGES FOR YOUR STUDY AND STAKEHOLDERS ...
AL IPOAUCTION et s s s s s A AR St et

4.2. Potential Cross-Stakeholder Benefits Impact Overview ...........

4.3. Potentizl Cross-Stakeholder Challenges Impact Overview

L B e woN e

A4, ADDITONG] CONS OO IEIONS .ot st s e s AR SR e e 2

5. STEP 2: DEFINE THE eCONSENT PLATFORM AND OPERATIONAL ASPECTS TO SUPPORT THE TARGETED eCONSENT
OBJECTIVES FOR YOUR STUDY.

5.1 IMEOAUCTON oot s s e e

5.2. eConsent Digital Features and Benefits Overview .......

53. Additional eConsent Platform and Operational Aspects ...

5A4. eConsent Challenges Mitigation Approaches Start eConsent Define the eConsent Benefits Define the Best Matching Evaluate your Study eConsent
6. SSIZPD: EVALUATE WITH SELECTED STAXEHOLDERS THE TARGETED eCONSENT OBJECTIVES 2 exploration For * and chauenges for Your # ecomm mﬁom & opemional # obimiws and Asm UMront
Bl IMPOEUETON oo eeeeeeeeeeseeeeeeseeseeseeeeseeeesesreseeeeeeereeseeserereeseeseremseseren Your study study and Stakeholders* Aspem for Your su‘dy with Selected Stakeholders*

6.2. eConsent Stakeholders’ Evaluation Methodology .

6.3. Go/No Go eConzent Decizion for Your Study. ..o

7. STEP 4: DEFINE THE eCONSENT METRICS AND MEASUREMENTS FOR YOUR STUDY AND STAI
TL IAPOAUCHON oot s s s s s e s

7.2. eConsent Key Performance Indicators

Go/No Go
eConsent Decision
For Your Study

7.3. Additional Considerations .....o.coovcecevecsacene

CLINICAL TRIALS

Effective eConsent Strategies for Every Study: Ut

the eConsent Fit-for-Purpose Study Framewo

August 12, 2024

Start eConsent Define the eConsent Analysis Define the eConsent Metrics and
By Hilde Bethany Pryski, R Madden, Katrin Ong, Hanna Preus, R Eox Ve Sl == | and Reporting Approach for Your |« Measurements for Your Study
Zeising, Petra Ochabova, Liz Goodman, Edwin Cohen, Jo Dewhurst, Silvia Chia, Tina ryour dy stlIdy and stakeholders

Designing eConsent for Each Study from a Stakeholders’ Va
Not Technology Perspective ) o )
*Stakeholders = sites, participants and sponsor representatives

To date, eConsent adoption and tangible study data about eConsent outcomes are limited.

The most crudial factor contributing to this is that there is no one-size-fits all eConsent model. Each
indication, each study, each study population, each site and each participant might have different needs.
Multiple factors further compli this: disconnects in understanding what eConsent entails, limited
insight into the banafitz and for and inti inz tha

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



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

CROSS-STAKEHOLDER ECONSENT BENEFITS IMPACT OVERVIEW

POTENTIAL ECONSENT BENEFITS

Enhancing participant preparedness in advance

Improving consistent and complex information sharing

Enhancing access, recruitment and diversity

Enhancing autonomy for vulnerable/specialized participant groups

Improving participants' understanding

Reducing participants' dropouts

Enhancing the ability for flexible communication channels

Increasing the quality of consent data

[lmproving compliance with the consent process

[lmproving tracking and insights into optional consents

Improving oversight and real-time insights

Enabling integration with other systems

Reducing on-site consent auditing and inspection activities

Reducing on-site consent monitoring activities
Enhancing continuous improvement of consent content

Supporting sites to have a more tailored discussion with the participant

Improving consent storage

Improving consent archival for sites

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

e e o e o Step 1 - Define the eConsent Benefits and Challenges
e s for Your Particular Study and Stakeholders
+++ +++ +++
+++ +++ +++
++
- CROSS STAKEHOLDER ECONSENT CHALLENGES IMPACT OVERVIEW
+ POTENTIAL ECONSENT CHALLENGES SPONSOR | SITE | PARTICIPANT
++
Resisting technology adoption by sites Aans Aaad Aand
++
Resisting technology adoption and/or limited technology skills of participants Aaad -+ Aaad
++
- Navigating the complex usability of eConsent platforms R A e
- Navigating a variety of electronic devices + A e
++ |Dealing with incompatible IT infrastructure on the site Aaad Aaad Aaad
++ Extending submission and approval timelines e - +
++ [Extending the development timelines A A +
++ |Correcting errors in linkage EDC ID an & 5 & éé‘é
. . . \&% é& '\ké’ (\y 06\ xpo 2 Oe b‘&
1 |Navigating the wide range of eConser S8 &S E S 6 S S8
S/ LS LSS &SNS L 6 S
: /& s s S E SN &8 sE
1 |Increasing administrative workload ai 6{3 > é(,"’ 6"\0 5 oé.\" & e@ &S & \9& o
BNV S \ PN ECIL 2 o &
1 |Increasing heterogenous oversight an ¢c°& o&‘\ ‘(a* ‘(Q‘ &6“’ é,é‘ 6‘% N é‘& Qé" & é}’ & &

: - - /IS ES P68 S S
Increasmg consent data review act“’":mL ing participant preparedness in advance X X X X X X
Limiting availability of integrated syst!™mProving consistent and informationisharing X | X X

Enh g access, recruitment and diversity X X X X
Increasing complexity to navigate muEnh autonomy for vulnerable/specialized participant groups X X X X

X X Improving participants' understanding X X X X
[Increasmg impact on budget and rescReducing participants' dropouts x | x | x| x

. . . . n LEnt the ability for flexible cor ion channels X
[Impac“ng site relatIOHShlps with it lInz:reasing the quality of consent data X X X X X

Improving compliance with the consent process X X X X X X X X X X
Improving tracking and insights into optional consents X X X X X
Improving oversight and real-time insights X X X X X X X X X X
Enabling integration with other systems X X X X X

Reducing on-site consent auditing and inspection activities X X X X X X X X
Reducing on-site consent monitoring activities X X X X X X X X
Enhancing continuous improvement of consent content X X X
Supporting sites to have a more tailored di ion with the participant X X X X
Improving consent storage X X

Improving consent archival for sites X X




Key Take Aways

eConsent Can Bring Value to All
Stakeholders Involved

* Without a common understanding,
conversations become meaningless

Readabili Transparen .
O 4 O e * Be transparent on what you are doing,
O Understanding ) Quality communicate with your stakeholders
Consist C li . . .
O consi ey O Compliance * There is NO one-size-fits-all eConsent.
OAutonomy (4 Privacy Each study, each site, each participant
o N might have different needs
O Accessibility O Interoperability
© Insights O Reusability * Generation of effective and comparable

eConsent study data is key for adoption

Values vary depending on eConsent Digital Features used.
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Thank You!

Interested to Know More or Any

? -
Feec.zlback on eConsent Tools: Elw
hilde.vanaken@efgcp.eu
hilde.vanaken@tcs.com

eConsent tools
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