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Which option best describes your
company?

(D Start presenting to display the poll results on this slide.
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Which option best describes your role
within the company?

(D Start presenting to display the poll results on this slide.
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What experience do you have with
eConsent?

(D Start presenting to display the poll results on this slide.
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Unraveling all Disconnects,
Misconceptions and Uncertainties
about eConsent: European Forum
GCP eConsent Initiative

Hilde Vanaken, PhD, Eng, MsC

Head European Forum GCP eConsent
Initiative

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



SCDMw

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...

)

)

Common eConsent Misunderstandings

... 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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SCOME»  eConsentis an Umbrella Term

Informed Consent Process

O v O v @ v v E

PROVISION OF
PRE-CONSENT INFORM DISCUSS SIGN eConsent =

SIGNED COPY
Traditional Consent
Process Supported
by One or More
Digital Features

V]
+ & ./

Consent Document Consent Document One or More
(Paper Only) (Paper or Digital) Digital Features
Traditional Consent Electronic Consent
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SCOM@E@®  eConsent Experience in Industry

DIA 2023 eConsent Audience Poll 2023 eConsent Surveys
(eConsent session with FDA, MHRA, EFGCP & chair (EFGCP Study Docs eConsent Surveys)
Roche)

.= What experience do you have with eConsent? Please select one option:
Multiple Choice Poll 51votes & 51 participants

Not yet implemented and not yet exploring - 18 votes

e . Implemented on at least one

* Implemented on at least one study:

Not yet im Stu dy
d 41% :
: . _  Pharma: ~80%

» Exploring (not yet implemented): 24% : ) _ 0
miemerd ot Exploring: 35% « Academic Institutes: ~22%
A : « Vendors: ~85%

Implemented on 25-50% of studies being conducted - 4 votes
ap 8%

Implemented as standard model - 2 votes

L 4%
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SCOME®  eConsent is Not a New Concept

Some Data of My Own eConsent Journey
e 2013: Launched J&J First Global Phase Il 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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SCOM®@®  European Forum GCP eConsent Initiative -F

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
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SCOM@®  Harmonization of eConsent Terminologies

-
eConsent Platform Aspects
Glossary of eConsent Terms =~ Pre-Consent Acknowledgment - Consent Document aemifier I
- *  Educational Cantent o + Consent Document Version ldentifi
General Information = Comprehension Content Identifiers | Farticipant Identification Code
= Consent Document Copy + Participant Token

In the dynamic landscape of efansent, forging a commen understanding of warious aspects of eCansent = Identity/Authentication "
through harmonized terms represents the foundational stride toward clarity and consensus, . N - :

* e S ey —— with 64 eConsent
Widaspread misunderstandings recult in conflicting messages an scoaptance and nan-acceptance af ) D.ocumentatmnfLog Account |- Stakenholder Account
eConsent, lack of clarity regarding study document requirements, and incomplete insights inta be nefits *  Signed Consent Uplﬂ_ad .
and challenges posed ta stakeholders. = Paper Consent Tracking

. - - Personal Data
Digital = Communication Channels Data
Toenable s common understanding and Facilitate adeption of eConsent, the multi-stakeholder, Features = Maotifications Types + Non-Personal Data
i kit it y R e ¥p - Aggregated Metadata

nanprofit Curapean Forum for Good Chnical Practice |EFGCP) aConsent Initiative develpped a Glaisary = Confirmation of Participation:

af eConsent Terms to standardize the nomenclature and terminology used to describe eConsent, «  Electronic Acknowledgement

= (Simple) Electronic Signature
* Advanced Electronic Signature
CLIﬁplpélii TRIALS = Qualified Electronic Signature

= eConsent Platform Training Content
*  Mon-Study, Non-Consent Related Content
= Metadata Insights and Metrics
*  Business Intelligence

Aspects Terms Simple
and clear terms with

Data Privacy Clause/Agreement

Firstly , and mest important, “eCansent” is an averarching tarm and thers are multiple differant
efonsent models — there is na-

Compliance Documentation
“the uze of one or more digita! )

and definition of eConsent.

validation Documentation

Secandly, as there is no one-sin
underlying platform and operst
this ghassary in the following 2 ¢

Integrations

eConsent -Why Language Mattei

descriptions and examples

December 20, 2023 = Artificial Ints Vs
eConsent Operational Aspects

C t Platf Aspects
*  mlonsen erm By Hilde Vanaken, Rebecca Zeising, Bethany Pryski and Liz Goodman

and underlying data and e
aConsent platform aspects
characteristics and cammo
= elonsent Operational Aspe
management. These aspect

- Main Consent Document
- Optional Consent Document
+ Assent Document

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

Consent
Categorization

Fostering common eConsent terminologies enriches
communication and understanding across all stakeholders

examples include terminole Stakeholders + Miscellaneous StUdV Stakeholder Initial Consent

Ask a group of industry professionals to describe ‘eConsent’ and you will get a variety of answers. Some + Site Investigator/ Delegate X

These aspects should nat be loc of these answers may reflect a limited understanding of eConsent, and some may even propagate . Site Coordinator Consent * Declined

platform and operational aspec : " . N - Reconsent
mlscuncepllun.s a‘round the use of eConsent. A recent ?0” at th.e DIA 2023 Global Annual Meeting’s ] . Study Oversight Stakeholder e Kl - Withdrawal

The facus of this glassary was eConsent session*asked attendees about the use of eSignature: 78% responded that eConsent requires i
an electronic signature, propagating a common misconception around the varied uses of eConsent. . . : + Dynamic Consent

Participant/ In the Same Location

+ Not in the Same Location
+ Mixed Location

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?,

Site Location Health Authority & Ethics Committee Submission

and incomplete insights about the benefits and challenges posed to stakeholders. . Monitoring
Having harmonized terminologies to describe the platform and operational aspects of eConsent is Timing =i * Discuss/Sign At the Same Time

critical to eliminate misconceptions and to enable transparency and a common understanding between Signature * Discuss/Sign Not at the Same Time Audltlng/lnspectlng
all stakeholders. This was precisely the focus and intent when developing the Glossary of eConsent Qe

terms, one of the deliverables of the multi-stakeholder, non-profit European Forum for Good Clinical Device « Own Electronic Device Tralnlng
Practice (EFGCP) eConsent Initiative®. Where applicable, references to existing terminologies are Deployment - Provisioned Electronic Device Support

incorporated in the glossary**5.

In addition, the glossary can also serve as a general knowledge base of key aspects to consider for Data + Personal Data Access Ar'ch“”ng/ - Site Consent Archiving

sponsors and vendors when deploying eConsent. Of note, even within our group of industry experts : ND-I‘I-PEI'SDI‘IE| Data Access Permanent - Sponsor Consent Archiving

from over 50 different organizations, we had several “eureka” moments as we learned from each Access . ;dltdA;CESS Records « Participant Consent Permanent records
PR, - Read Access

*Supporting article: eConsent Why Language Matters, Applied Clinical Trials Dec 2023, Author Hilde Vanaken et all.
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SCOM@» Example — Digital Features Terms (- Platform Aspects Terms)

eConsent Digital Features

/ Participant* 2\/ Site** rgm%

N

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), Advanced and Qualified Electronic Signature

eConsent Platform Training Content

Non-5tudy, Non-Consent Related Content

e

_/

/ Site**, Study Oversight qgn

Business Intelligence

\[ Metadata Insights and Metrics

Artificial Intelligence

)/

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

** gite includes Site Investigator/Delegate and Site Coordinator

* Terms cluster individual digital
feature examples based on their
characteristics and
commonalities

* Describe the example to avoid
misunderstanding.

* E.g. “Not eSignature” but “handwritten
signatury/on an eIectroNc device”:

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

1. Stakeholders
1.1. PARTICIPANT

Description:
An individual who participates in a clinical study, either a5 a recipient of the investizgational product(s) or as a control [ Trizl
Participant definition of ICH GCP B [R3)).

Cther terms used are e.g., subject, trial participant.

Examiples:
Patient, healthy voluntesr, minor, etc.

12, PARTICIPANT RELATED STAKEHOLDER

Descripticn:
An individual related to the

participation in the

=== | All stakeholders

Legally al.l.tl'n:-rized,f'a

1.3. NON-PAR ShOUId be
considered

Diescription:
An individual that i

They may oonfirm povmp v
process is separately doournented.

Examples:

Translator, impartial witness

14 MISCELLANEOUS STUDY STAKEHOLDER

Descripticn:
An individual that is directiy or indirectly linked with the participant and may sign off on 2 separate document and/or their
invzheement is separately documented next to the consent process. They might not be part of the overall consent process.

rticipant who is invohed in the comsent

ess and can confirm the participant’s

img role in the consent process.
ir participation in the consent

Examiples:
Pregnant female partner of @ male participant, nursing care staff in retirement howse not acting as 3 caregiver.

Example — Stakeholders & Location (-~ Operational Aspects

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.

Mote - 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 (nnost commien|, participant's home or primary address (e.g., university home for a student), pharmacy,
community health center.

==z “In person” does not mean ==
we ™= the same for everyone i

process (intere
participant-rela nt

in the same

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

2.3, MIXED LOCATIOM

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.

Mote - 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 (eg
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 investizator/delegate is done at the investigator site (In the Same Location).

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

By Hilde Vanaken, Silvia Chia, Tinag Caruana, Manuelo Ghielli, Wendy Frye, Holly Robertson

Perspective

APPLIED

CLINICAL TRIALS

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

Nowvemnber 10, 2023

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

Digital Features Participant's use of digital features
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
Type of eSignature®
Participants' access to a fully eSigned form*
Use of wet-ink signature
Electronic storage of wet-ink signed document*
Linkage of wet-ink signature with electronic consent record*

Remote Identification Methods Participants' remote identification methods
Remote Consent withdrawal Participants' remote consent withdrawal
Electronic Data Storage Electronic data storage of Pll data

psapsd pas
([

m

Tu

“1

Electronic data storage of metadata metrics (non-Pll data)
validation Platform validation
lintegration Platform integrations with study systems
Platform integrations with site systems

Location of consent discussion

on various eConsent platform &

operational aspects

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

rationale?

* Inwhich HA (or EC) submission doc to document? | e e
 Should HA (or EC) approve or not?

Sites' training
Participants' access to a helpdesk

All Organizati ECs alone All ws ECs
4 | ECs Should Eﬁ;:.";"e” oon't | | ECs Shoula Ec"’o.r""k'” o't | Aligned/ not
know aligned
100% 0% Aligned
rimediz tiered consent, video, audio, 61 7% 3% o% | 13 100% 0% 0% Aligned
ence) (Q2) 63 T9% 14% 6% 13 92% 8% 0% Aligned
5, alerts, confirmation boxes) (Q2A) 50 80% 16% 4% 12 100% 0% 0% Aligned
63 87% 13% 0% | 13 T7% 23% 0% Aligned
10% Aligned
0% Aligned
63 63% 37% 0% | 13 62% 38% 0% Aligned
40 68% 25% 8% | 8 75% 25% 0% Aligned
B) 40 63% 20% 18% | 8 63% 25% 13% Aligned
during the consent process (Q5) 63 B6% 11% 3% |13 77% 23% 0% Aligned
Ent review time) (Q6) 63 48% 44% 8% | 13 46% 46% 8% No consensus

63 organizations completed the ECs Docs Survey |[=m===—s—sisa e

63 75% 21% 5% 13 92% 8% Aligned

I lectroni nt -
only access electronic conse: a7 735 175 1% | 12 835 8% 8% Aligned

58 organizations completed the HAs Docs Survey e e

jdentifiable Information (P11} (Q11) 63 62% 25% 13% | 13 69% 23% 8% Aligned
— — -
dentifiable Information? (=.g., questions | aa% P 7% | 13 e — 15% | Noconsensus
nsent system//platform (Q13) 63 75% 24% 2% | 13 92% 8% 0% Aligned
63 563 38% 6% 13 46% 46% 8% m
c systems? [e.g., EDC, RTSM) (Q15) 63 44% 41% 14% | 13 69% 31% 0% Not al'!med

* Supporting Article: Navigating eConsent Submissions: Who, What, Where and Why? Applied Clinical Trials Nov 2023, Author Hilde Vanaken et all.
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Example — “Protocol” Selected As Submission

SCDM@»®
Document

% of organizations per organization type that selected "Protocol"
eConsent Platform and Operational Aspects al EC . Pharma | Acad Instit Vendor
Participants' use of digital features (high-level reference) BA% E9% 41% 23% 50%
Participants' type of digital features® 49% B0 14% TT% ok
Sites' use of digital features (high-level reference) | 58% S5E% 42% T5% 44%
ISItu:' type of digital features® 45% B 30% 6% I
Il..lie of eSignature (high-level reference) 47% S0% 15% T7% 36%
IT'H'IH of eSignature® 317% S0 29% 45% 25%
Participants’ access to fully eSigned form® 29% 40% 13% 55% 10%
Il..he of wet-ink signature 28% S0% 20% 33% 11%
Electronic storage of wet-ink signed document® 37% 50% 17% S0% 20% - - .
Linkage of wet-ink signature with electronic consent record® | 36% 50% 17% 50% 20% D |ﬁ:e e nt 0) rg anlz at| on
IEIE!L‘IIDnII: data storage of Pl data | S0% BO% 27% B3% 25% R
Electronic data storage of non-Pil data a7% 83% 33% 56% 0% typ es had different
Ihr‘tlll:l[:llant!' remaote Identiflcation methods d6% Bl 23% T3% 33% . .
Location of consent discusslon 6% B9 EEE] 100 B0%
ot rovomed moble o oo son—| s [ opinions on whether to
Detalls of provisloned mobile device® 32% I0% 33% 38% 0% .
Use of participants” own mobile device 44% I6% 505 43% 33% re pO rt O r n Ot a Ce rtal n
Remote monltor access to P data 67% 56% S5a8% 100r%% 504 .
Remote monitor access to non-Pil data 76% 67% 75% 100% 33% aspect N the pI‘O'[OCO|
Participants’ remote consent withdraweal A7% 435 45% BB 18%
Platform validation 51% 3% A2% Ta% 25%
Platform integrations with study systems T5% T4 57% Eb% 33%
Platform integrations with site systems 52% 445 56% Sb% 25%
Sites’ training 505 A0% B0 BT A0
Participants’ training 34% A4% 200 B 1%
Sites' access to a helpdesk 44% 5% B0% ED% i
Participants' access to a helpdesk 28% 20% 27% A% 22%
Participants’ helpdesk measures linked to privacy® 31% 2a% 2% B7% 14%
Multiple Answer Categorization
High (+710% of organizations) Partial [between 25-50% of organizations) Mot selected (0%)
Moderate (between 50-70% of organizations) Low [less 25% of organizations)
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SCOM@®  eConsent Study Documents Recommendations

Table of Contents Recommendations

1. INTRODUCTION reeesmeem s w2
T —— drafted for 9 study
3. pROTOCOL S— a 3. PROTOCOL
31 Descriptiom .4
3.2. elonsent Recommendztions for Protocol ... - 3 1 D ESCT’I -l-l -~ rl d I I I t
4. HEALTH AUTHORITY SUBMISSION COVER LETTER.. a o F' = . O C u e n S L )
B .4 A document that describes the ey ———e = ” getlization of a trial.
4.2 eConsent Recommendations for Health Autharity Submission Cover Letter ... -4 The protocol usually 2lzo gives the background and rationale for the trial, but these could be provided in other protocol
5 ETHICS COMMITTEE SUBMISSION COVER LETTER....... -2 referenced documents (Definition from ICH GCP ES R3)L
L0 R 1= T O S SO OUS .5
£.2. eConsent Recommendztions for Ethics Committee Submission Cover Letter ... .5 o o =
6.  PARTICIPANT RELATED eCONSENT DOCUMENTS .vvvee. w6 3.2. eConsent H;CCIT'I"IFI"IEFIEIEIUGHS fﬂr PrDtDEDl
0 R 1= T S SOOI -
6.2, elonsent Recommendations for Participant Related eConsent Documents....... B m E.u'lzpurlu SHHH'IIBBI'E'I ﬁ't'l-‘l“‘l' Dt il nﬂi"iﬂm
7. INFORMED CONSENT DOCUMENT ............. 8
T DESCREHON oo .8 ] High level description/reference of the digital features that a
Participant ital .
7.2. eConsent Recommendations for Informed Consent Document ........... B EFI'::::HW-B High Lewvel participant may have/use to suppart the consent process
8.  SITE eCONSI {elansant).
81 Description. @ PrOtDCD| Participants’f sites” High level description/reference of the digital features that a
8.2. eConsent Re an B . = . .
. . elonsent . participant/sbe may have/use ta confirm hisher participation in
N : Confirmation of High Lewel
:1 ;ﬂONI_T':RIN . Health AUthUntV SmeISSIOn Cover Letter Platform Digital Featwres Plr!ir;::ﬂ:rl gh the consent process: e g an @lDAS sSignature willfcan be used
1. escription. - y ot - .
. . .. ta confinm participant's participation in the consent proosss.
8.2, eConsent Re ﬁlpﬂtl:‘l‘_l-
L]
10. DATA MANA Eth 15 CD mm Ittee SU bm 15510N CDUE r Le-tte r Deseription of methods usad to rermately identify suthenticats
10.1. Description. . . e Participants’ Remote the participant during the consent pracess: e g lacally
® _
10.2. eConsent Re Partici pa nt-related eConsent Documents Identity/Authentication approved/certified dentity devices/systems, digital sharing aof
11.  PLATFORM/ artic ¥y identity card, twio-Facta thentication, ate,
e et . |nf0rm9.d Consent Document participant’s identity card, two-Factor authentication, ate
112 eConcent Re . . F-urtl:iplan!.l'Si:e Full Rermote High |E\'.E| raference in case of E.'lb\!E'III:E' af an'!l ph'..'a.fl:al
12. appimona '@ Site eConsent Documents aConsent Lot Corsent P High Lewel interaction between the participant and site investigator far the
13.  REFERENCES Dp-erl'l:lnrnl cansEnt process.
: L] e . ] i
APPENDIX A- GLD Monito rng Plan Aspects Comsent Participants’ Remate Withd | DE':LI.IDIZII.'III t||a1:.| participant can remately revake his'her
APPENDIX B: eCOI Wa deckion to participate in a clinical study via the eCansant
e Data Management Plan llerw Frocess platfarm.
. Plaﬁormf‘vendﬂr DUE Diligence Dﬂcuments Thee term “Participant”™ may aléa apply to other stakeholders involved [e.g. legal suthorized 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 protocaol or be documented somewhere else.
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SCDM» ECs, Sponsors & Vendors eConsent Expectations and
Perspectives

Ethics Committees Survey Sponsors/ Vendors Survey
*49 Ethics Committees respondents « 42 respondents (67% sponsors, 33%
15 different countries, 70% of Europe vendors)
*35% never received an eConsent « 26% no eConsent experience (36%
sponsors, 7% vendors)

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

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

TABLE OF CONTENTS

TAELE OF CONTENTS e

1. INTRODUCTION..
Z. WHAT IS 2COMNSENT ...
3. eCOMSENT FIT-FOR-FURFOSE STUDY FRAMEWORE OVERVIEW ..o

4. STEP 1: DEFINE THE eCONSENT BENEFATS AND CHALLENGES FOR YOUR STUDY AND STAKEHOLDERS ...

L O [T LTSNS S

4.2, Potential Cross-5t older Benefits Impact Dwerview ..
43. Potentizl Cross-Stakeholder Challenges Impact Overview

44 Additonazl Considerations ..o

5. STEF Z: DEFINE THE eCONSENT FLATFORM AND OFERATIONAL AS
DBIECTIVES FOR YOUR STUDY ...

5.1 Imtroduction ...

5.2 eConsent Digital Featu,

54. eConsent Challenges Mitigation Approsches ...

6. STEF : EVALUATE WITH SELECTED STAKEHOLDERS THE TARGETED eCOMEENT DEIECTIVES /
T DN e e et e s s e 4t £t R 3 e e £ e e e et e e
6.1. Intreduction ........

6.2. eConsent Stakeho

6.3. Go/No Go eConsent Decision for Your Study..... ...

7. STEF 4: DEFINE THE eCONSENT METRICS AND MEASUREMENTS FOR ¥OUR STUDY AND STA

7.1 Inmtroduction ...

CLINICAL TRIALS

Effective eConsent Strategies for Every Study: Ut
the eConsent Fit-for-Purpose Study Framewc

August 12, 2024

By Hilde Vanaken, Bethany Pryski, Reamonn Madden, Katrin Ong, Hanna Preus, R
Zeising, Petra Ochabova, Liz Goodman, Edwin Cohen, Jo Dewhurst, Silvia Chia, Tina

Designing eConsent for Each Study from a Stakeholders” v
Not Technology Perspective

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

The most crudial factor contributing to this is that there is no one-size-fits all eConsent mode
indication, each study, each study population, each site and each participant might have diffe
Multiple factors further complicate this: disconnects im understanding what eConsent entails
ingizht into tha banafits and challanass for differant stakcholdars. and uncartaintias rezardin

~ Start eConsent
__ exploration For s
Your Study

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

Define the eConsent Benefits
and Challenges for Your
Study and Stakeholders*

Define the Best Matching e
==P- eConsent Platform & Operational || Objectives and Aspects Upfront
Aspects for Your Study

Evaluate yvour study eConsent

with Selected Stakeholders®

Define the eConsent Analysis

StarteCo T .
sonsen and Reporting Approach for Your

For Your Study

Go/Mo Go
eConsent Decision
For Your Study

Define the eConsent Metrics and
f— Measurements for Your Study
and Stakeholders

*otakeholders = sites, participants and sponsor representatives

* 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 Detalls

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

« Step 1 - Define the Benefits and Challenges
sPONSOR| SITE [PARTICIPANT for your Partl_cular Study and Its_ Stakeholders
b | « Step 2 — Define the Best Matching eConsent

PP DT R Platform and Operational Aspects

Improving participants’ understanding |
- CROSS STAKEHOLDER ECONSENT CHALLENGES IMPACT OVERVIEW
€
| 1 1 POTENTIAL ECOMSENT CHALLENGES SPONSOR SITE PARTICIPANT
= 18 Potential Benefits
In = . - Resisting technology adoption by sites i A ++
Improving compliance with the consent process Resisting technology adoption and/or limited technology skills of participants ++ +++ ++
Improving tracking and insights into optional consent |Navigating the complex usability of eConsent platforms +++ ++ ++
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Reducing participants' dropouts X X X X

Increasing complexity to navigate multiple stakeholders Enhancing the ability for

Increasing impact on budget and resources Increasing the quality of |

menemmed B€St Matching Digital Features/Benefits
Improving tracking and i

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

Impacting site relationships with participants
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SCOM@E®  Key Take Aways

Without a Common Understanding,
Conversations Become Meaningless

There iIs 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

eConsent Initiative

What is eConsent?

A suite of eConsent tools is available at

efgcp.eu

o)

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
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SCOME» EMA — eConsent In National Provision Overview?*

Q11: Is a physical face to face meeting
between the trial participant and the PI
or a member of the research team
always mandatory during the consent

procedure (even if the rest is conducted
remotely)?

& *
signatures instead of wet ink? If yes,

Q12: Is it possible to use electronic
please specify in the footnotes which
electronic signature.

e|DAS category is expected for the

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

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

Zabir Macci

Director, Strategy & Solution Engineering
IQVIA Patient Technologies
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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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Simplifying and improving the participant experience
Flexible, scalable, proven technology solutions

Traditional Flexible hybrid /@
trial model approach @
Consent CE > eConsent
4 Direct-to-Patient
|+
IRT Supply CE é) IRT Supply
_ Paper <% - > ePRO/eCOA
Questionnaire 2
Biometric data ﬂ% Connected
and vital signs Devices

IKY]
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Benefits of eConsent Use

Improved Quality

Improved Efficiencies

Patient Centricity

n.% 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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eConsent benefits stakeholders & eliminates hidden costs
Proven value for all stakeholders in the clinical trial process

&8

Participants

View multimedia education
& flag question areas

Better understand risks and
benefits

Tablet easier to hold
Higher levels of satisfaction
Better adhere to protocol

Hidden cost:
Decline consent, drop out,

non-protocol compliance

Trial Staff

Eliminate repetition in
explanations and providing
own definitions

Version and document
management

Automatically record
consent notes

Streamlined re-consents

Hidden cost:
Manual tracking,

deviations, Time managing

CRA visits & inspections

Monitors

* View real-time consent

status across sites globally

Easily access detailed
audit trails
Rely on date/time stamps

Access optional consent
element reporting

Hidden cost:

Travel to sites, “blind” to
consent source until on
site, deviations

’Q
A\@a
[\

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:
Timeline creep, carbon
impact, CONQ, loss of
biosamples
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Top 5 Business Challenges solved with eConsent

Patient comprehension &
retention

Complex consenting

Improved quality

Global eConsent & DCT
capabilities

Efficiencies -

remote monitoring

Interactive reading experience

Improved comprehension

Better compliance, better retention

Consistent delivery of information & reading analytics

Seamless management of complex document collections
and consenting events
eConsent that fits to your trial

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

CRA efficiency
Remote monitoring
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Complete Consent Case Study
Reduction in consent related deviations and findings

Situation

U Paper processes are prone to
human error

O *One of the most common
observations collected from
issued FDA Form 483s is
inadequate subject protection;
informed consent issues

U Average consent related
critical and major deviations
across all IQVIA trials is 14%

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

CASE STUDY

Complete Consent
IQVIA Clinical Technology

Results

» Across nearly 100 IQVIA trials
implementing eConsent shows only 6%
critical and major deviations resulting in:

1%

reduction in critical
and major ICF related
deviations
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eConsent Site Engagement Strategy

Framework for managing a successful eConsent adoption

Engage early
with Sites

Early discussion with
sites at feasibility /
selection to assess
capabilities and
acceptability, identify
and remove potential
roadblocks

Educate and Onboard
Sites

Training webinars,
site guides and a
practice environment
available to sites —
provide multiple,
flexible means for sites
to learn about
eConsent and share
feedback

Build a Monitor

Advocacy Program

W

e

Monitors must be
involved “front line” to
promote eConsent
benefits, and have the
support of eConsent
SMEs

Establish an

Escalation Process

\~

Timely detection of
Issues and escalation
to secure tailored
support from the
project team leaders
from site selection
throughout conduct

Incorporate Ongoing
Process Improvement

Leverage patient and
site surveys to evaluate
and improve site
adoption, continual
communication through
regular governance
meetings
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Real World Experience of Implementing
eConsent

Mingyue Xuan

Executive Director, Clinical Data Managen-@ elkon

therapeutics
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About (<) elkon

. .- Quality 2023-Wave 1
 Scientific Research, Data
Analytics, Engineering
» Single Molecule Tracking(SMT)
Technology
* Clinical development team started Clinical Data
to form in Jul 2022
» Successfully implemented Wavel --
key clinical systems platform -
within 6 months
« Wave2 Journey starts with -
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SCDMCive
Journey with eConsent Implementation

eConsent
@ Implementation
‘ A Kick off
eb2024 ”\

Process
Workshops
Vendor Selection
& Feasibility
Evaluation Aug2024
Sep2024
System
configuration & ICF Sites Outreach
Digitalization
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Key Considerations with eConsent Implementation

@ eConsent Compliance
v

@ eSignature
v

Processes & Procedures

System requirement & Integration

Sites & Patients Consideration
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eConsent Regulatory Compliance

deConsent must include all elements of eCountry by country evaluation

informed consent as require by HHS and FDA *eIDAS 910[12]

= Common Rules(1991, revised 2018) *EU’s GDPR

= HHS and/or FDA Regulations (Element of ICF eeSignature compliance with 21CFR Part 11[13]:
and documentation requirements): Africa
_45 CFR Part 46.116 *Qualified signature required: Germany, Austria
_21CER Part 50.25 *Certification of eSignature required: Costa Rica
-45CFR Part 46.117 and 21CFRPart50.27 *Not allow eSignatures
-21CFR Part 50.20 oE.g. Bulgaria, Czech Republic, Hungary,

) , Switzerland, France... etc.
HeSignature requirement -Physical signoff required
* 21CFR .Part 11[13]_ . eRegulation might be changed all the time
* A Wet ink paper signature equivalent. eTemporary regulations during Pandemic
e No particular method is mandated
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eSignature (EU Categorization)

» Simple electronic Signature
« Advanced electronic signature
« Qualified Signature -

Ot =

SRS

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



SCDMw

eConsent Stakeholders’ Data Flow SOPS/Processes
Maintain all IRB update
ICF Versions Approval

required
/ Sponsor \ Site \ 4 / Participants \
Sponsor ICF
Template

Sponsor ICF
Template
Site—ISCpFecific ) Site-Specific ICF g Site-Specific ICF

Encrypted Encrypted

Participant
Contact Info**

Signed ICF Signed ICF

k Responses j
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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

» System integration (CTMS, RTSM, EDC, eTMF... etc.)
 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

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



SCDMw

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

Ceiitial iocatioin aind auait traii oi
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

4 Implementing eConsent )
improves the participants’
experience and the overall

quality of trial conduct.

N y

Carefully planning of Involving Key

- eConsenjc . Being erX|b!e and a Keeplr)g Regulatory Sl e G e

implementation is backup plan is always requirement and . :

. : S understanding their
critical. There are many needed guidance in mind

. } need
considerations.
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References

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

e https://www.ecfr.gov/current/title-21/chapter-l/subchapter-A/part-50
e https://www.ecfr.gov/current/title-21/chapter-l/subchapter-A/part-11

«Electronic_Informed Consent Implementation Guide Practical Con
siderations Version 1.0  March 2021 2.pdf (eucrof.eu)

e https://gdpr-info.eu/
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