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AIM: To increase cancer patients’ survival and quality of life

Do this through:

• Generating robust medical evidence: design, coordinate and conduct 

multidisciplinary, clinical and translational trials, leading to therapeutic 

progress and new standard of treatment in care

• Setting Standards: being a reference for methodological research and 

an authority in establishing the standards of treatment in care 

EORTC Mission
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EORTC by numbers (2022)

World-class Network

2712 patients screened

2417 patients enrolled in the CTs

❖ 244 institutions

❖ > 600 Principle Investigators

❖ 29 countries

22 intergroup collaborations

17 active groups & taskforces

70 peer reviewed papers

Total EORTC Network

> 3400 Members

917 Institutions 

Centre of expertise

260+ employees

> 210,000 patients in database

± 22,000 patients in follow-up

6 EORTC HQ peer reviewed papers

Unique output 

26 studies open on 1/01/2023

❖ 11 opened studies in 2022

94 Studies closed/LTFU

❖ 14 closed in 2022

7 Studies in protocol development

11 Studies in regulatory activation

Working on  138 studies 



IIT: what are we talking about?
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How do IITs profile in the landscape?



The work starts when 
a technology reaches the market.
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Health Services & 
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The eco-system….a societal balance?

Governments/public sector

For- Profit sector Non profit sector

Effectiveness in societal output

Building new eco-systems

Societal co-creation

Sustainability and access to therapeutic progress



A European Imbalance

Commercial
researchNon-commercial

research



IITs address multidisciplinary strategies
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The Future is Combinatorial

Surgery
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therapy
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therapy

Cytotoxic

Targeted 
drugs

Anti-
endocrine

Novel 
targeted 
agents

Immuno-
therapy

Gene 
therapy

Multidimensional  

data

Authorisation Optimal access

Access



• Challenging and complex by designs

• Recruitment can be an issue: large trials, rare cancers, long follow up

• No regulatory role / poor visibility on the global landscape

• Poor understanding by policy maker, various regulatory bodies

• Poorly supported by the commercial sector

• Other finding sources are scarce and complex to reach (charities, 

foundations etc…)

• Fragmentation of the funding, specially for international trials

• IITs represent a spectrum of trials (single center to large international trials)

Selected challenges of IITs



The concept of treatment Optimisation

Combination
Sequence / Dosage

De-escalation
Duration

Benchmarking
Specific populations



Agent Study n HR (95%CI) p

Abiraterone /P

LATITUDE 1199 0.62 (0.51 - 0.76) <0.001

STAMPEDE ITT 1917 0.63 (0.52 - 0.76) <0.001

STAMPEDE M1 1002 0.61 (0.49 - 0.75) <0.001

PEACE 1 ITT 1172 0.82 (0.69-0.98) 0.030

PEACE 1 Docetaxel 710 0.75 (0.59-0.95) 0.017

Apalutamide Titan 1052 0.65 (0.53 - 0.79) <0.001

Enzalutamide ENZAMET 1125 0.67 (0.52 - 0.86) 0.002

ARCHES 1150 0.66 (0.53-0.81) <0.0001

Radiotherapy STAMPEDE RT 2061 0.92 (0.80 – 1.06) 0.266

Impact of registration of 4 new hormones 

in newly diagnosed metastatic prostate cancer

▪ 7 trials

▪ 7 used continuous administration, 0 

intermittent regimen.

▪ 20-30% long-term Grade 3-4 TEAE

▪ Cost increased 15k to 150k per patients

▪ No study so far looking a de-escalation, 

intermittent setting.



Intermittent androgen deprivation therapy in the era of 

androgen receptor pathway inhibitors in prostate cancer ; 

a phase 3 pragmatic randomised trial (De-ESCALATE)



What can we do for IITs?



• How to recognise and structure the independent agenda in this continuum?

• How to address the gap supra-national versus national competences?

• If treatment optimisation is to be structured in the process: when, how and 

who?

• How do we re-engineer the sequence of relevant questions from drug 

development into access?

• How do we prioritise questions and select the most appropriate 

methodology?

• How do we finance a multidisciplinary independent agenda at the European 

level?

Key questions we are addressing to policy makers







• EMA Management Board: access to MS agency and presentation by EORTC  

June 2023

• Accelerating Clinical Trials in the EU (ACT EU): application to the 

multistakeholder platform 

• EUnetHTA: HTA stakeholder network application

• WHO: Novel Medicines Platform - Consultation with non-State actors + 

application for Membership

• Pharmaceutical regulation:

• National Competent Authorities for Pricing and Reimbursement

The roadmap continues..



The Cancer Medicine Forum



Classified as public by the European Medicines Agency 
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To serve as a direct and official 
communication channel with the 
academic community in oncology 

To identify key research questions 
and best methodological approach 
to improve the clinical use of cancer 
medicines

To discuss the uptake of academic 
work in the wider context of 
regulatory decision-making in 
oncology

Treatment optimisation

Objectives of the Cancer Medicines Forum



Structuring Treatment Optimisation 

Treatment 
Optimisation 

questions

Methodology

When

How

Who

Dataset 
reporting

Funding



The role of Pragmatic Clinical Trials (PCT)



• Aims to generate results that are applicable to the healthcare context in 
which the trial was done. 

• Does not exclude people who would receive/deliver the treatment were 
the treatment being used in routine practice. 

• Is done in settings where care would be generally be delivered.

• Measures only things that are important to decision-makers.

• Is unlikely to be able to tell you why something happened, only if it did.

What is a PCT?



Simon et al. N Engl J Med (2020)

Neyt et al. J Comp Eff Res (2016)

Zuidgeest et al. J Clin Epidemiol (2017)

The value of pragmatic trials

•Pragmatic trials are especially valuable to:

• Patients, by painting a more realistic picture of a treatment’s benefits and harms for the average 

patient

• Clinicians, by guiding clinical decision-making

• Payers, by informing reimbursement-related decision-making

•Pragmatic trials combine the methodological strengths of RCTs with the inclusiveness of studies that 

analyze real-world data

• Sources of robust and actionable real-world evidence



Need for strategic intelligence approaches

Missing 
Datasets

Gap EU 
National 

competencies

Synchronise 
National 
priorities

Public health 
oriented 
clinical 

research

Role of 
independent 

clinical 
research

Post 
approval 
decision 

making for 
HC system

Be ahead of 
the game: 

Multi-
disciplinarity

Scientifically 
sound 
clinical 

development

Re-engineer 
the 

continuum

EORTC AICIB SPO 

Process for IIT should be 

considered as a national step 

in strategic re-engineering
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Nuremberg code

Helsinki Declaration

ICH-GCP

Oveido Convention

Taipei Declaration
Patient’s Rights

International 
professional codes

Blood and tissue 
directives

2004/23/E & 
2002/98/EC 

Clinical trials
Regulation 
536/2014

(CTR)

Ionizing radiation 
& safety: 

2013/59/EURAT
OM

A common 
European Health 

Data Space
(EHDS)

In-vitro diagnostic 
and Medical 

Device 
regulations 

(IVDR/MDR)

Cross-boarder 
healthcare 
directive

2011/24/EU

Human research 
(re-use of data) 

x 27 MSs

HBM research / 
Bio-banking

x 27 MSs

GDPR’s national 
provisions for 

health data  
x 27 MSs GDPR’s national 

provisions for 
genetic testing

x 27 MSs

National 
Professional 

codes
x 27 MSs

Cross-sector !!!!!

Universal Declaration 
of Human Rights

GDPR

ePrivacy Directive 

Data Governance

Act

Cloud code of 

Conduct

AI framework

Re-use of data 
local ethics 
guidelines

x EU Institutions 
(Hospitals)

Reality on the ground:

Mozaic of legal requirements in clinical research (EU)

Return of 
incidental 

findings from 
genetic testing

x 27 MSs

•Legally binding acts
•regulations
•directives
•decisions

•Non-binding acts
•recommendations
•opinions
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