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ECRIN-TWG kick-off meeting 
Tenerife, October 31, 2006
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ECRIN, an ECRIN, an integratedintegrated infrastructure infrastructure 
for for clinicalclinical trials in trials in thethe EUEU

nn ECRINECRIN--1 (20041 (2004--2005) : 2005) : 
–– IdentifyingIdentifying bottlenecksbottlenecks

nn ECRINECRIN--2 (20062 (2006--2008) :2008) :
–– PreparingPreparing thethe infrastructureinfrastructure

nn ECRINECRIN--3 (2008 3 (2008 --> ) : FP7 ESFRI > ) : FP7 ESFRI roadmaproadmap
–– PreparationPreparation, construction , construction andand operationoperation of of thethe infrastructure infrastructure 

supportingsupporting multinational multinational clinicalclinical trials in trials in thethe EUEU

nn In line In line withwith expectations of FP7 expectations of FP7 ‘‘InnovativeInnovative MedicinesMedicines InitiativeInitiative’’
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ECRINECRIN--1 (20041 (2004--2005) : 2005) : 
identifyingidentifying bottlenecksbottlenecks

ECRIN-RKP (FP6-funded): 
-> survey and comparative analysis on

1 - Structures and objectives of centres and networks 
2 - Financing, sponsoring  
3 - Ethics
4 - Legislation, regulatory affairs, insurance 
5 – Adverse event reporting, drug dispensing
6 – Methodology, data management, data monitoring
7 - Quality management, SOPs, audits 
8 - Communication, partnerships  
9 - Study registers 
10 – Education and careers

-> reports on www.ecrin.org
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ECRINECRIN--2 (20062 (2006--2008) :2008) :
preparingpreparing thethe infrastructureinfrastructure

ECRIN TWG (FP6ECRIN TWG (FP6--funded)funded)

TRANSNATIONAL WORKING GROUPS : TRANSNATIONAL WORKING GROUPS : 
--> Guidelines > Guidelines andand proceduresprocedures

1 1 -- ethicsethics
2 2 -- regulationregulation
3 3 -- adverse adverse eventevent reportingreporting
4 4 -- data managementdata management
5 5 -- monitoringmonitoring
6 6 -- qualityquality assurance assurance –– SOPsSOPs
7 7 -- educationeducation
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ECRIN Advisory BoardECRIN Advisory Board
nn -- European stakeholders and regulators European stakeholders and regulators 
nn 1 1 -- Representative of the Commission / IMIRepresentative of the Commission / IMI
nn 2 2 -- Representative of European Medicines Agency (EMEA)Representative of European Medicines Agency (EMEA)
nn 3 3 –– Representative of the Clinical Trials Facilitation Team Representative of the Clinical Trials Facilitation Team 
nn -- Users and partners Users and partners 
nn Industry:Industry:
nn 4 4 -- European Federation of Pharmaceutical Industries and AssociatioEuropean Federation of Pharmaceutical Industries and Associations ns 

(EFPIA)/IMI(EFPIA)/IMI
nn 5 5 –– EuropaBioEuropaBio (representing the biotechnology SME sector)(representing the biotechnology SME sector)
nn Public sponsors and scientific agencies:Public sponsors and scientific agencies:
nn 6 6 -- European Science Foundation (ESF)European Science Foundation (ESF)
nn 7 7 -- Europe & Developing Countries Clinical Trials Programme (EDCTP)Europe & Developing Countries Clinical Trials Programme (EDCTP)
nn Scientific associations and networks: Scientific associations and networks: 
nn 8 8 -- Paediatrics: representative of the TEDDY Paediatric network of Paediatrics: representative of the TEDDY Paediatric network of excellenceexcellence
nn 9 9 -- European Organisation for Research and Treatment of Cancer (EOREuropean Organisation for Research and Treatment of Cancer (EORTC)TC)
nn PatientsPatients’’ associations: associations: 
nn 10 10 -- European AIDS Treatment Group (EATG)European AIDS Treatment Group (EATG)
nn 11 11 -- European Association for Rare Diseases (EURORDIS)European Association for Rare Diseases (EURORDIS)
nn Partner in communication:Partner in communication:
nn 12 12 -- OrphanetOrphanet
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Network Network committeecommittee

nn DenmarkDenmark ::ChCh GluudGluud
nn France : G Chêne, J France : G Chêne, J DemotesDemotes
nn GermanyGermany : : ChCh OhmannOhmann
nn HungaryHungary : C : C FarsangFarsang
nn Ireland : P Ireland : P MeulienMeulien
nn ItalyItaly : S : S GarattiniGarattini, N , N FabrisFabris
nn SpainSpain : X Carn: X Carnéé
nn SwedenSweden : P : P LafolieLafolie
nn UnitedUnited KingdomKingdom : P : P SelbySelby
nn Canada : JP ColletCanada : JP Collet
nn EFGCP : JP EFGCP : JP TassignonTassignon
nn EORTC ?EORTC ?

nn Meetings Meetings andand teleconferencesteleconferences
nn Vote (Vote (includingincluding for extension, budget, for extension, budget, amendmentsamendments))
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ECRINECRIN--2 (20062 (2006--2008) :2008) :
7 7 workingworking groupsgroups

1 1 -- ethicsethics
2 2 -- regulationregulation
3 3 -- adverse adverse eventevent reportingreporting
4 4 -- data managementdata management
5 5 –– monitoringmonitoring
6 6 -- qualityquality assurance assurance –– SOPsSOPs
7 7 –– educationeducation
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ECRIN working party membersECRIN working party members

nn Two per country, one responsible for the Two per country, one responsible for the 
deliverables, supported by a substitute. The deliverables, supported by a substitute. The 
European Correspondent participates in every European Correspondent participates in every 
working party.working party.

nn Additional input for the industry, regulators, Additional input for the industry, regulators, 
ethics committees, partner ethics committees, partner organisationsorganisations
(EFGCP, EORTC), and from the (EFGCP, EORTC), and from the paediatricpaediatric fieldfield
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ECRINECRIN--2 : deliverables2 : deliverables

Guidelines and procedures for multinational Guidelines and procedures for multinational 
studies, posted on the studies, posted on the internalinternal website, website, 
and updated.and updated.

nn Clinical studies on medicinal products : Clinical studies on medicinal products : 
septsept 2006 2006 --> > junejune 20072007

nn Other clinical research : Other clinical research : --> > junejune 20082008
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ECRIN TWG budgetECRIN TWG budget

700.000 € over 2 years, start date October 1st 2006

- 80% in december 2006 (45 days after signature of the
contract)

- 20% 45 days after final scientific and financial report

Follow-up of expenses by the coordination with the support 
of EU correspondents

One single audit certificate at the end of the project

Expenses should fit with the financial plan, however
changes are allowed if justified

For AC cost models, salaries should correspond to 
personnel specifically hired for the project.
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ECRINECRIN--3 (20083 (2008--) : ) : IntegratedIntegrated
services to multinational services to multinational studiesstudies (1)(1)

nn Flexible, Flexible, integratedintegrated services (oneservices (one--stop shop) in stop shop) in thethe conductconduct
of of thethe studystudy

1 1 -- interaction interaction withwith ethicsethics commiteescommitees
2 2 -- interaction interaction withwith competentcompetent authoritiesauthorities, , regulatoryregulatory

affairsaffairs
3 3 -- drugdrug dispensingdispensing
4 4 -- adverse adverse eventevent reportingreporting
5 5 -- data managementdata management
6 6 -- data monitoringdata monitoring
7 7 -- management of management of biologicalbiological samplessamples



01/12/200601/12/2006 www.ecrin.orgwww.ecrin.org 1515

ECRINECRIN--3 (20083 (2008--) : ) : IntegratedIntegrated
services to multinational services to multinational studiesstudies (2)(2)

nn Information Information andand consulting consulting duringduring thethe preparationpreparation of of thethe
studystudy

1 1 -- Methodology, protocol review and adaptation of study Methodology, protocol review and adaptation of study 
protocol to protocol to transnationaltransnational constraintsconstraints

2 2 -- Ethical reviewEthical review
3 3 -- MetaMeta--analysis analysis 
4 4 -- Centre selection, stimulation of patientsCentre selection, stimulation of patients’’ enrolmentenrolment
5 5 -- Cost evaluationCost evaluation
6 6 -- Funding opportunitiesFunding opportunities
7 7 -- BiostatisticsBiostatistics
8 8 -- Data safety and monitoring committeesData safety and monitoring committees
9 9 -- InsuranceInsurance
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ECRINECRIN--3 3 andand FP7 ESFRI FP7 ESFRI roadmaproadmap

Design Design studiesstudies
70M70M€€

ESFRI (500MESFRI (500M€€), ), 
35 35 projectsprojects, 6 in , 6 in 
BMS, BMS, ECRINECRIN

PreparationPreparation andand
construction / construction / 
upgrade (30%)upgrade (30%)

LaterLater ??????
NetworkingNetworking activitiesactivities, , 
joint joint researchresearch projectsprojects, , 
accessaccess activitiesactivities

6 in 6 in biomedicalbiomedical
science (BMS) science (BMS) 
healthhealth prioritypriority--IMIIMI

Access (60%)Access (60%)
to to existingexisting
infrastructuresinfrastructures

Open callOpen callTargetedTargeted callcallFP7 infrastructuresFP7 infrastructures
1.850M1.850M€€

1 – preparation (ESFRI) : EU

2 – construction (GMP facilities, datacentres) EU+member states

2bis – access to research projects : EU open call ?
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ECRIN: ECRIN: preparationpreparation stepstep, 3, 3--4 4 yearsyears
nn Building / Building / strengtheningstrengthening institutionalinstitutional sponsor sponsor capacitycapacity andand thethe

coordination of national networks in EU countriescoordination of national networks in EU countries
nn Extension to Extension to otherother national (or national (or EUEU--widewide) infrastructures ) infrastructures 

networksnetworks
nn Design of Design of datacentersdatacenters, , andand prototypesprototypes
nn Design of, Design of, andand connectionconnection withwith GMP GMP facilitiesfacilities ((withwith EATRIS)EATRIS)
nn Education, training, Education, training, mobilitymobility
nn Communication : International Communication : International ClinicalClinical Trials Trials dayday (May 20th)(May 20th)
nn LegalLegal statusstatus, , contractscontracts withwith sponsorssponsors
nn WebsiteWebsite
nn CostCost of of accessaccess ((industryindustry, SME, , SME, academiaacademia)), , financialfinancial rulesrules,,
nn sustainabilitysustainability, business plan, business plan
nn Support to pilot Support to pilot projectsprojects
nn Support to Support to thethe connectionconnection of of diseasedisease--orientedoriented networks networks acrossacross

thethe bordersborders
nn FP7 FP7 InnovativeInnovative MedicinesMedicines InitiativeInitiative
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Communication Communication withwith patients patients andand
citizenscitizens (FP7 SSA ?)(FP7 SSA ?)

nn ‘‘International International ClinicalClinical Trials Trials DayDay’’ on May 20on May 20
nn Discussion forums on Discussion forums on evidenceevidence--basedbased medicinemedicine withwith

–– PatientsPatients
–– InvestigatorsInvestigators
–– SponsorsSponsors
–– EthicsEthics CommitteesCommittees
–– CompetentCompetent AuthoritiesAuthorities

nn How to How to fosterfoster
–– Active participation of patients Active participation of patients andand educationeducation
–– Protection of participants Protection of participants andand safetysafety of of treatmentstreatments
–– QualityQuality of data, of data, transparencytransparency andand unbiasedunbiased reportreport
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BottlenecksBottlenecks identifiedidentified in in thethe
InnovativeInnovative MedicinesMedicines InitiativeInitiative (IMI) (IMI) 

Strategic Research AgendaStrategic Research Agenda

Discovery
research

Preclinical
develop.

Translational
medicine

Clinical
develop.

Pharmaco-
vigilance

Predictive 
pharmacology

Predictive 
toxicology

Efficacy Safety

Identification 
of biomarkers

Validation of 
biomarkers

Risk assessment
with regulatory

authorities

Patient 
recruitment

Knowledge Management

Education & Training
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Infrastructures for preclinical R&D: toxicology models and
databases, biopharmaceutical manufacturing facilities

Research networks
Investigators networks

Patients’ registries

Infrastructures for multinational clinical research :
clinical research centres, cohorts, biobanks, databanks, imaging

Infrastructures for drug discovery: high throughput
‘omic’ facilities, in silico and animal models

cancer         brain diabetes inflammation   infectionEU-wide infrastructures 
networks

Clinical
(ECRIN)

Preclinical

Drug discovery

EU-wide disease-oriented networks

FP7 FP7 InnovativeInnovative MedicinesMedicines Initiative : Initiative : EuropeEurope--widewide
infrastructures infrastructures andand diseasedisease--orientedoriented networksnetworks


