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The Informed Consent – A Fundamental Clinical Trial Process 
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The Electronic Informed Consent (eConsent) - Not a New Concept
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eConsent – Some Feedback of Stakeholders
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eConsent - Where Are We Today?

eConsent adoption 
is limited
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eConsent – What Is Hampering eConsent Implementation?
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eConsent – Some Common Misunderstandings



eConsent – Some Disconnects
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European Forum GCP eConsent Initiative - Mission
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What is eConsent? 
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eConsent is an 
Umbrella Term



Harmonization of eConsent Terminologies 

*Supporting article:  eConsent Why Language Matters, Applied Clinical Trials Dec 2023, Author Hilde Vanaken et all.
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Example - 20 different eConsent Digital Features Terms
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Example – “Confirmation of Participation” Digital Feature Term 
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Example - eConsent “ Location” Term 
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ECs and HAs eConsent Submission Docs - Industry Perspective
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* 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
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eConsent Study Documents Recommendations
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ECs, Sponsors & Vendors Perspectives about eConsent 
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* Supporting Article: Understanding Acceptability of eConsent from a Global, Ethical and Industry Perspective. Applied Clinical Trials Oct 2024, Author Hilde Vanaken et all.
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Example – Some results of Ethics Committees Survey  
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Example – Some Results of Sponsors & Vendors Survey
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eConsent Fit-for-Purpose Study Framework

* Supporting Article: Effective eConsent Strategies for Every Study. Applied Clinical Trials Aug 2024, Author Hilde Vanaken et all.
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Detail – Step 1 & 2 of eConsent Fit-for-Purpose Study Framework
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Key Take Aways

)>$0&)0(#>50#K,'01#L5:7)#($#E::#
9(5M)G$:.),&#N0-$:-). ! O'(G$7(#5#/$**$0#70.),&(50.'01P#

/$0-),&5('$0&#H)/$*)#*)50'01:)&&

! K)#(,50&+5,)0(#$0#JG5(#;$7#5,)#.$'01P##
/$**70'/5()#J'(G#;$7,#&(5M)G$:.),&

! ?G),)#'&#QD#$0)R&'8)R%'(&R5::#)>$0&)0(S#
T5/G#&(7.;P#)5/G#&'()P#)5/G#+5,('/'+50(#
*'1G(#G5-)#.'%%),)0(#0)).&#

! =)0),5('$0#$%#)%%)/('-)#50.#/$*+5,5H:)#
)>$0&)0(#&(7.;#.5(5#'&#M);#%$,#5.$+('$0#

!"#



!"#$%&'()*

!"#$%$&#$'(#)(*")+(,)%$()%(-".(
/$$'0123()"($4)"&$"#(5))6&7(

896'$:;1"13$"<$=>2?:$@
896'$:;1"13$"<#2&:2)A

!"#$%!$&'&##(%

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

