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Need for independent clinical trials

Ø Clinical trials :

o development of innovative health products
o exploring new indications for existing drugs
o comparative assessment of efficacy and safety of 

approved healthcare strategies

Ø evidence-based medical practice

Ø international cooperation required:
o cost
o expertise
o access to patients









What is ECRIN?
WHAT IS ECRIN?

• Is the European Clinical Research 
Infrastructure Network 

• Is the European network formed by national 
networks. 

AIMS: 

• Coordination at the European level of 
multinational clinical trials. 

• Distributed provision of services in the 
conduct ion of multinational clinical projects 

• Operational use and coordination of existing
and experienced national infrastructures 
with professional staff

Steps towards the constitution of ECRIN-ERIC

• ECRIN-1 (RKP, 2004-2005) : 
Identifying bottlenecks (FP6)

• ECRIN-2 (TWG, 2006-2008) :
Development of know-how(FP6)

• ECRIN-3 (PPI, 2008 - 2011) : 
Preparatory phase for infrastructure
supporting multinational  clinical trials in the 
EU (FP7)

• ECRIN IA (2012-2015): Translational Access. 
The fourth step of the ECRIN programme, 
funded by the FP7 Infrastructure 
programme.

• ECRIN-ERIC





ECRIN-ERIC Members
and Scientific Partners

Strategy - maturation

ECRIN-ERIC Member Countries

ECRIN-ERIC Member Country Representatives (Assembly of Members)

National Scientific Partners ECRIN-ERIC (Network Committee)

Steering Committee



Multinational clinical trials
Ø updated infrastructure

Ø interoperability

Ø high impact projects

Ø appropriate funding



ECRIN ERIC 2013

ECRIN-ERIC
5 countries

266M citizens
Sustainable

infrastructure

4 countries 
about to join

ECRIN IA 2012-16
23 countries

567M citizens
Structuring user 

communities



Capacity: 
developing an updated

infrastructure, and interoperable
tools and procedures



ECRIN-IA (2012-16): 
structuring pan-European

investigation networks



ECRIN-ERIC and its partners

Ä ECRIN ERIC
Ø not-for-profit organisation

Ä Scientific Partners 
(national networks & hubs)

Ø framework contracts on
Ä provision and costs of 

services
Ä quality assurance

Ø single contract with sponsor
Ø PIC 948646712
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Pan-European structuring of 
biomedical research

InnoRARE MuO



Future perspectives for clinical research:
forward looking ‘think tank’

• Statistical methodology

• Use of healthcare data, data quality
• Patient registries, trials nested in cohorts

• Transparency and optimal use of data

• Integration of high throughput data (genomics, imaging)

• Disease taxonomy and stratified medicine
• Personalised medicine

• Sanitary Systems 
– expert systems optimising personal healthcare strategies
– modeling trials to select design



www.oecd.org/sti/sci-
tech/49344626.pdf

Follow-up / implementation

Ø WG on infrastructure and 
funding

Ø WG on investigator training and 
certification

Ø WG on accreditation of ethics
committees

Ø WG on patient involvement

Ø WG on comparative 
effectiveness research

Ø WG on regulation

http://www.oecd.org/sti/sci-tech/49344626.pdf


Operations: 
support to multinational clinical

trials



How does ECRIN support 
multinational trials ?

Ø Information and 
consultancy during 
the preparation of 
the trial

• Information on 
regulatory and ethical 
requirements 

• Information on sites and 
participant recruitment

• Information on clinical 
trial units

• Information on insurance  
• Information on cost and 

funding opportunities
• Information on 

contracting
• Adaptation to local 

context
• Methodological support

Ø Services during the 
conduct of the trial

• Interaction with 
competent authorities 
and ethics committees

• Support with insurance 
contracting

• Adverse event reporting
• Monitoring
• Data management
• Investigational medicinal 

product management
• etc.

Full protocol

Scientific
evaluation

Logistical
assessment

Contract
with sponsor



ECRIN certification policy

Ø Certification of data centres
• Pilot 2011/12
• First campaign 2014

Ø Towards certification of clinical 
trial units ?
• Ad-hoc working group:
ü opportunity
ü specification
ü procedure
ü cost - resources



ELIGIBILITY CRITERIA

1 - Multicentre trial run in at least two European countries.
2 - Rules for transparency: 

a) Commitment to register the trial in a public register before inclusion of the first participant, for 
example on www.clinicaltrials.gov.
b) Commitment to publish results irrespective of findings.
c) Commitment to make raw anonymised data sets available to the scientific community upon 
request to the sponsor or principal investigator one year after the trial is completed (last follow up 
of the last patient) or, for registration trials, when registration is completed or the development is 
discontinued. 

3 - Declaration of conflicts of interest.
4 - Commitment to fairly describe the contribution of ECRIN and its national partners in the publications

EVALUATION CRITERIA
Projects having already undergone scientific evaluation are invited to provide previous evaluation 
reports
1 - Rationale for the trial - including the choice of the experimental intervention and the comparator -
based on extensive and up-to-date review and analysis of relevant clinical and preclinical data. 
2 - Suitable overall trial design appropriate to the clinical question.
3 - Clinical relevance for patients and public health.

ECRIN Scientific Board Criteria and Recommendations

http://www.clinicaltrials.gov


RECOMMENDATIONS

1 - Relevant patient population (inclusion and exclusion criteria), setting, and duration of treatment and 
follow up.
2 - Randomised superiority design is preferable for benefit assessment, rather than non-inferiority. 
3 - Use of the best available comparator.
4 - Primary outcome measure most suitable for patient and public health’s interests. Outcome 
measures for efficacy and safety clinically meaningful for the patient.
5 - Adequate sample size with supporting calculation. Sample size calculation based on the primary 
outcome measure, and power calculation for secondary outcomes.
6 - Adequate recording of adverse events. 
7 - Adequate strategies to reduce or control possible biases, for example central randomisation; 
blinding of all parties (at least assessors, statisticians); intention-to-treat analysis for efficacy in 
superiority trial; blinded conclusions drawn before breaking the allocation code; and interpretation of, 
and decision to publish results, independent of funding source. 
8 - Description of potential risks and how to handle them, including involvement of and charter for 
independent data monitoring and safety committee. 
9 - Description of governance structure of the project including responsibility for coordination, data 
analysis, and independent monitoring.
10 - Involvement of pertinent patient organisation (if available) or patient representatives in the 
protocol design.



ECRIN Scientific Board

Core Members

• Silvio Garattini
• Xavier Carné
• Christian Gluud
• Miguel Viana Baptista
• Armin Koch
• Jordi Linares (orphan drugs)
• Michael Hiesmayr (nutrition)
• Eric Vicaut (medical device)
• Emad Shash (cancer)
• Kim Wever (patient)

Secretariat Vittorio Bertelé

Panel of methodologists

• Janbernd Kirchner
• Philippe Ravaud
• Ferran Torres
• Walter Torri
• Altamiro Costa Pereira
• Janus Jakobsen
• Marina Maggini





N Engl J Med, June27, 2012, DOI: 10.1056/NEJMoa1204242



N Engl J Med, November 17, 2013, DOI: 10.1056/NEJMoa1310519



AT B CH CZ DK FIN FR D H IS IRL IT LUX NL NO PL P RO SR SP S TR UK 
LEAN 

6S 
CHILDINN

TTM 
PRECARDIA 

EuroHYP 
IMPACTT 

SafeBoosC 
STRONG TREAT 

TRISS 
EORTC  40091 

TINN 1 
SABATO 
TINN 2 

RESCUE ESES 
H11 

POEM vs LHM 
ESCALE 

NeoVitaA 
ECLIPSE 

NICO 

Total 5P 8P 6P 3P 5C, 
5P 5P 6C, 

5P 
5C, 
7P  3P  3P 2P 1C, 

11P 1P 1C, 
10P  6P 3P 2P 2P 1P 2C, 

10P  11P 2P 1C, 
10P 

P = Participating countries C = Coordinating Country

ECRIN trial portfolio





Funding multinational 
clinical trials ?



Funding mechanisms for 
multinational clinical trials

• National funding 
• ERA-nets – JPIs ?

• European Union

• IMI and industry

• International, charities



Muchas gracias
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