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Pan-European, distributed
Infrastructure providing
Integrated services to
multinational clinical research
In the EU:

European Clinical Research
Infrastructures Network

- access to patients
throughout the EU

- despite the fragmentation of
health and legislative systems

- support to investigators and
sponsors in multinational
studies
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B cCRIN ECRIN, a distributed infrastructure
for clinical trials In the EU

e ECRIN-1 (RKP, 2004-2005) :
ldentifying bottlenecks

e ECRIN-2 (TWG, 2006-2008)
Design of the infrastructure

e ECRIN-3 (PPI, 2008 - 2011) :
ESFRI roadmap infrastructure ?
supporting multinational
clinical trials in the EU
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CRC = Clinical research centre
EC = European Correspondent
NNC = National Network Coordination
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B C€CRIMN information and consulting during 7
the preparation of the study ST AR

- Practical information
1 - Ethical requirements
2 - Regulatory requirements
3 - Insurance
4 - Centre selection
5 - Cost evaluation
6 - Funding opportunities

- Consulting on methodology

7 - Systematic review, meta-analyses, and trial sequential
analyses

8 - Methodology, protocol design
O - Biostatistics
10 - Data safety and monitoring board



B ECRIN Flexible, coordinated services In %

EEEEE the conduct of the study

- Decentralised
1 - interaction with ethics committees
2 - Interaction with competent authorities
3 - participant recruitment and investigation
4 - drug dispensing
5 - circulation and storage of blood and tissue samples
6 - study monitoring

- Centralised
7/ - adverse event reporting
8 - data management - data centres
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B ECRIN Structuring clinical
research in the EU

e Development of national networks and hubs

e Development of multinational disease-oriented networks
- FP7 ENBREC

e Funding to clinical research infrastructures (national / EU)
e Funding to clinical research projects (national /7 EU)

e Communication with patients, citizens, stakeholders
- International clinical trials’ day

e Pan-EU platform for Education and Training
- IMI EMTrain (www.emtrain.eu)

e |Improvement of the legislative framework
- ESF/EMRC Forward Looks
- ICREL FP7 (Impact on Clinical Research of European Legislation)
(www.efgcp.be/icrel)
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[ II II
SEVENTH FRAMEWORK

s CTD implementation
6 ST
B Average/ organisation 2003
W Average/ organisation 2007
5 A Changes
4 |

% 2 %,

2

CTAto CA & EC Coordination and Pharmacovigilance Quality Assurance
Monitoring




-N IIIIII @CR|H European Science Foundation
European Medical Research Councils (EMRC)
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B cCRIN Risk-based requirements :
proposed categories

e category 1 : clinical trial on IMP without marketing
authorisation in the EU

- additional requirements could be proposed for trials with novelty-
associated risks, as advanced therapies or first-in-human studies,
and this would correspond to 1a and 1b categories ?

e category 2 : clinical trial on IMP with a marketing
authorisation in the EU, but for another
Indication/population/condition.

- also including low-novelty treatments, like drugs already available
under slightly different formulation (different salt, different routes
of administration, slow release etc) ?

e category 3 : clinical trial on IMP with a marketing
authorisation in the EU, used in the licensed
Indication/population/condition.



B cCRIN Pan-European funding for
Investigator-driven clinical trials

e HEALTH.2011. 2.4.1-1: Investigator-driven, treatment trials for rare
cancers. FP7-HEALTH-2011-two-stage.

e Research must focus on either solid or haematological rare cancers which are
defined as cancers affecting not more than five in ten thousand persons in the
European Union. The successful consortium will perform multicentre clinical
trials aiming at the validation of novel therapeutic strategies, including
targeted therapies, which improve patient survival. The project should focus
on radiotherapy, chemotherapy, surgery, gene therapy, cell therapy or
immunotherapy, or any combination of those. Clinical studies into off-patent
medicinal products under the paediatric use marketing authorisation (PUMA)
Initiative and into devices are excluded.

= Funding scheme: Collaborative Project (small or medium-scale focused
research project).

e EC contribution per project: Maximum EUR 6 000 000.
e One or more proposals can be selected.

e Impact: The results of research in this area will ultimately benefit patient
survival, integrate investigator-driven, clinical research networks on rare
cancers as well as structure European scientific excellence and
competitiveness on rare cancers.
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