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Mission: Fewer people impacted by digestive cancers and better outcomes for all.

Vision: Equal access to prevention, early diagnosis and high-quality care.

How we act: Advocacy | Research | Awareness | Co-creation.
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What representativeness means to patients
From a patient perspective, representativeness means:

• Being informed in an understandable way

• Being able to participate without 

disproportionate burden

• Knowing that lived experience matters beyond 

data collection



Where representativeness is lost
Representativeness can be lost:

Eligibility alone does not guarantee participation.
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Patients highlighted:

• Limited understanding of ctDNA and its implications

• High cognitive and emotional burden

• Outcomes not fully aligned with patient priorities

Patient contribution:

• Focus groups to select relevant PROs

• Revision of consent and information materials

• Co-creation of educational tools

• Dynamic website tailored to CT participants
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Case Study 1: SAGITTARIUS (Colon Cancer & ctDNA)

Representativeness is affected by understanding and burden.

Key issue: Eligibility ≠ real participation

https://www.eu.eu/


Case Study 2: GUIDE.mrd (ctDNA & Minimal Residual Disease)

What changed:

• Patient engagement from the design phase

• Focus on real moments in the care pathway
(post-surgery, pre-relapse)

Patient role:

• Patient Advisory Board with defined responsibilities

• Feedback on protocols, consent, and data use

• Development of patient-friendly materials

Representativeness improves when trials are designed around lived experience.

Key issue: Early involvement improves feasibility



Case Study 3: ECOPOP (enhance early CRC care)

Key issue: Burden determines participation

Context:

• Organ-preserving strategies vs surgery in early CRC

Patient contribution:

• Input on patient-oriented endpoints and 
PROMs

• Review of consent documents and procedures

• Development of questionnaires for trial 
participants

Representativeness is ensured by co-creation

This project has received funding from the European Union’s Horizon 

Europe research and innovation programme under grant agreement No 

101156165.
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Case Study 4: READI (inclusion of underserved and underrepresented 
populations in CT)

Key issue: Who is systematically left out

Focus:

• Inclusion of underserved and underrepresented populations

• Social, economic, geographic, and cultural barriers

Role of DiCE:

• Identifying barriers and facilitators to inclusion

• Supporting trust-building with communities
• Addressing mistrust in clinical research

Trials may be global on paper, but local realities shape participation.

This project is supported by the Innovative Health Initiative Joint Undertaking (IHI JU) under grant agreement No 101166227. The JU 

receives support from the European Union’s Horizon Europe research and innovation programme and COCIR, EFPIA, EuropaBio, MedTech 

Europe, Vaccines Europe, and Medicines and Healthcare Products Regulatory Agency and Breakthrough T1D.

This project is also supported by UKRI (UK Research and Innovation) under grant agreement No 10152425 for National Institute for Health 
and Care Excellence and grant agreement No 31052024 for The University Court of the University of Aberdeen.



A common pattern across trials

Across different studies, patients consistently show that:

• Representativeness is not only 

demographic

• Burden, communication, and trust are 

decisive

• Inclusion must be intentional and structured

Patient input reveals where representativeness is lost



What patients bring to trial design

Meaningful patient involvement helps to:

• Make inclusion criteria more realistic

• Improve clarity of consent and information

• Reduce unnecessary burden

• Increase retention and engagement

• Generate data closer to real-world populations



Key messages
• Representativeness is a quality 

criterion, not a constraint

• Feasibility matters as much as 

eligibility

• Patient engagement must be 

planned and resourced

• Patients are partners – not 

variables



Working together

Patients cannot improve representativeness alone.

But without patients, representativeness cannot be achieved.

This requires:

• Regulatory frameworks

• Innovative trial design

• Industry commitment

• Shared accountability



Conclusion

Representativeness 

is not an abstract 
concept.

It can be 

experienced – or lost 
– by patients

at every step of a 
clinical trial.



Thank you
www.digestivecancers.eu

@digestivecancerseurope260

@dice.europe

@dice_europe
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