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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 session1 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 submissions2, 

and incomplete insights about the benefits and challenges posed to stakeholders.  

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 Initiative3. Where applicable, references to existing terminologies are 

incorporated in the glossary4-15.  

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 

other’s insights. 

In this article, we will highlight some key considerations and discussions on eConsent terminologies.   

What is eConsent?   

“eConsent” is an overarching term and there are multiple different eConsent models – there is no one-

size-fits-all. The main point of commonality between all models is “the use of one or more digital 

features to support the consent process”, reflecting the essence and definition of eConsent.  

Of note, eConsent only augments the overall consent process, it does not change any of the traditional 

paper consent process steps – confirming interest, informing, discussing, signing, and providing a signed 

copy – as represented in Figure 1 along with some examples of eConsent digital features. 
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Figure 1: eConsent Definition and Some Examples of eConsent Digital Features.  

Harmonizing eConsent Platform and Operational Aspects Terminologies 

Since there is no one-size-fits-all eConsent model, it is important to understand and describe the 

underlying platform and operational aspects underpinning a variety of eConsent models, in an easily 

understandable and harmonized manner.  

The Glossary of eConsent Terms encompasses two sections: 

• eConsent Platform Aspects terminologies cover key aspects related to the eConsent platform, data, 

and technology. eConsent digital features, as an example, are covered in this section.  

• eConsent Operational Aspects terminologies cover key aspects related to the operational 

management of eConsent. These aspects are typically also applicable to the traditional paper 

consent process and examples include terms related to stakeholders, locations, or device 

deployment.  

It is important to note that there is often an interplay between the platform and operational aspects of 

eConsent, so none of the aspects described in the glossary should be looked at in isolation.  

Digital Features as the Foundation of eConsent 

The approach used for harmonizing the terminologies of  eConsent digital features – one of the 

fundamental eConsent platform aspects - was to cluster individual examples based on their 
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characteristics and commonalities. Figure 2 illustrates the different eConsent digital features in line with 

their stakeholder applicability.   

 

 

Figure 2: Overview of eConsent Digital Features and Stakeholders’ Applicability. 

Several interesting discussions took place regarding the core characteristics of eConsent digital features 

and how to make broadly used concepts such as “engaging” or “interactive” more concrete. This 

resulted in the terms “Educational Content” and “Comprehension Content” to differentiate between 

digital features that a participant cannot interact with (beyond consuming the content) versus those 

that might require an interaction by the participant. Examples include text, video, or audio for 

“Educational Content”, versus a quiz, content flags, or comment boxes for “Comprehension Content”.  

Depending on the digital feature used, other actions might be triggered. To illustrate, when deploying 

digital features relating to “Comprehension Content”, the site should be able to close the loop on any 

questions, concerns, or knowledge gaps raised by the participant. Such site digital features were 

clustered under the term “Comprehension Confirmation” and examples include site confirmation 

checkboxes or site comment fields. 
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Another key discussion encompassed – as one would expect – “eSignatures”. In the glossary, we used 

the European eIDAS terminologies7 - Simple, Advanced and Qualified Electronic Signatures - under the 

“Confirmation of Participation” category and also added “Electronic Acknowledgement”.  

It is crucial to highlight that different regulations and categorizations of electronic signatures apply 

across regions, resulting in many disconnects when using a generic term such as “eSignature”. For 

example, “a handwritten signature drawn by finger or stylus on an electronic device” is considered an 

eSignature according to European eIDAS regulations7, but NOT according to FDA regulations8. So, a 

crucial and fundamental call out to industry is to always describe the “Confirmation of Participation” 

digital feature, and not use the term eSignature. For example, a description as “a handwritten signature 

drawn by finger or stylus on an electronic device” is clear and understandable for all stakeholders and 

allows a correct assessment independent of how it is categorized by local or regional regulations. Some 

examples of descriptions for each of the eIDAS eSignature categories7 are included in the glossary. 

Another topic with a number of disconnects within our team was on paper consent activities, especially 

those that can become an eConsent digital feature. Two eConsent digital feature terms – “Signed 

Consent Upload” and “Paper Consent Tracking” - were added to ensure these digital features are aptly 

described and considered when evaluating eConsent deployment.    

Other eConsent Platform Aspects of Interest 

Apart from eConsent digital features, several other terms related to the platform aspects of eConsent 

were defined and are illustrated in Figure 3.  

 

Figure 3: Overview of Key eConsent Platform Aspects.  

One example to highlight is the delineation between, “Participant Account” and “Stakeholder Account”, 

two terms described under the category “Consent Accounts”. Besides the participant, other 
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stakeholders might be directly or indirectly involved in the consent process, and it is fundamental to 

evaluate and consider the needs of all these stakeholders. For example, do they require separate 

stakeholder accounts, uniquely linked to the participant, to individually interact, document their actions 

and/or provide their agreement during the consent process.  

Also, on the eConsent platform aspect of “Identifiers” – either related to the consent document or the 

participant - it was interesting to see how many different terminologies exist, and/or the same 

terminologies but with a different understanding. We kept the terms as simple and clear as possible, 

and also added the term “Participant Token” to help with the understanding and harmonization of this 

term often mentioned during eConsent discussions. 

Operational Aspects as Key Actors of eConsent 

In addition to the platform aspects of eConsent, the operational context plays an equally important role 
in defining the eConsent model that best fits the needs of a particular study and involved stakeholders.  

Figure 4 illustrates the key operational aspects of eConsent as described within the Glossary of eConsent 
Terms. Notably, these operational aspects also often encompass the fundamental requirements of the 
traditional paper consent process. 

 

Figure 4: Key Operational Aspects of eConsent. 

Similarly, as with the eConsent platform aspects, many of the eConsent operational aspects led to 

interesting discussions between our team of eConsent experts. For example, some companies used “in 

person” to describe a video call, while others used it to describe a physical meeting. Likewise, “remote” 

was often considered as requiring many digital features to support (nearly) all consent process steps, 

which is an incorrect interpretation. Remote consent may only utilize “one” digital feature (e.g., a video 
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call) for the discussion between participant and the site investigator/delegate, while all other consent 

process steps can be accomplished using paper forms via traditional processes. Or for some non-

interventional studies, remote consent might even be conducted without the involvement of any digital 

feature and hence would not fit the definition of eConsent.  

To ensure harmonized understanding, we defined “In the Same Location”, “Not in the Same Location” 

and “Mixed Location” as terminologies under the “Participant/Site Location” category. “Mixed Location” 

refers to a hybrid model where some consent process steps between the site investigator/delegate and 

participant are completed in the same location while others are not. For example, sharing of the consent 

information is done via email (“Not in the Same Location”) while the discussion is done at the 

investigator site (“In the Same Location”). 

Another key area of our consent experts’ discussion involved “Consent Categorization” with multiple 

opinions around the concepts of “Main Consent Document”, “Optional Consent Document” and “Assent 

Document.” In fact, “Assent” was recently introduced in ICH GCP E6(R3)4 as a defined glossary term.  

Similarly, numerous discussions took place to describe the different consent stages as part of the 

“Consent Workflow” category, resulting in the addition of the term “Dynamic Consent” to describe a 

more dynamic way to keep participants updated about what is ongoing (e.g., with their bio-samples), 

while also regularly reconfirming their agreement to participate15. 

Eliminating Misunderstanding: A Fundamental Step to Enable Broader eConsent 

Adoption  

To recap, it is vital to remember that there is no “one-size-fits-all” eConsent model. Every study should 

carefully consider the various eConsent platform and operational aspects and define the best eConsent 

model in line with study and stakeholder needs.  

Standardizing the nomenclature and terminologies used to describe various aspects of eConsent to 

enable a common understanding and facilitate adoption of eConsent was the foundational goal when 

developing the Glossary of eConsent Terms. In addition, the glossary can also be used as a 

comprehensive reference guide for sponsors and vendors when considering and evaluating which 

platform and operational aspects of eConsent are most suitable for their needs. 

Of note, not every stakeholder needs to be overloaded with eConsent platform terminologies. For 

example, a complex or technical term such as "Participant Token" may not need to be described in detail 

to a participant in an informed consent document. However, the consent documents should focus 

instead on the potential risks and benefits of a "Participant Token", including why it is being utilized in 

the study. 

It is important to recognize that this Glossary of eConsent Terms is a dynamic, evolving tool rather than 

a final resource. Digital feature terms such as “Artificial Intelligence” 5 – which can impact several other 

aspects of eConsent – are just at the initial stages of being explored and might more fully emerge over 

time, and/or other novel technologies might be introduced that could also transform the eConsent 

landscape.  
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Within the European Forum GCP eConsent Initiative, we have started to combine the various platform 

and operational aspects defined in the glossary with other workstream activities. For example, which 

aspects might have the most impact on the benefits and challenges of different stakeholders. This can 

help industry to better define the eConsent model that would work best within the context of a given 

study and involved stakeholders, while reducing incorrect assumptions.  

Ultimately, our goal is to bring eConsent to the forefront of modern clinical research practice and enable 

anyone, anywhere, anytime to make an informed decision about whether to participate in a clinical trial. 

We hope this glossary of harmonizing terminologies is a first, critical step in that journey. 

Supplemental Information 

The Glossary of eConsent Terms developed by the EFGCP eConsent Initiative can be accessed via 

https://efgcp.eu/econsent-folder?access=Why-Language-Matters. 
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