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ECRIN (ECRIN (EuropeanEuropean ClinicalClinical ResearchResearch
Infrastructures Network)Infrastructures Network)

�� First First stepstep (FP6)(FP6)
ECRINECRIN--1 (20041 (2004--2005) : state of the art,2005) : state of the art,

identification of the identification of the bottlenecksbottlenecks to multinationalto multinational

clinicalclinical researchresearch

�� Second Second stepstep (FP6)(FP6)
ECRINECRIN--TWG (TWG (OctOct 20062006-- Sept 2008) :Sept 2008) :basedbased onon

the the outcomeoutcome of the first programme, set up ofof the first programme, set up of

guidelines, guidelines, proceduresprocedures, , toolstools for multinationalfor multinational

studiesstudies

�� ThirdThird stepstep (FP7(FP7-- ESFRI ESFRI RoadmapRoadmap))
ECRINECRIN--PPI (Mar 2008 PPI (Mar 2008 –– FebFeb 2011) : 2011) : 

developmentdevelopment of an of an integratedintegrated EuropeanEuropean Infrastructure ofInfrastructure of

clinicalclinical researchresearch
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ObjectivesObjectives

�� IntegrationIntegration of EU of EU clinicalclinical researchresearch capacitycapacity
•• support to support to investigatorsinvestigators

•• support to sponsors in multinational support to sponsors in multinational studiesstudies

--> > unlockingunlocking latent latent potentialpotential : : scientificscientific, patients, patients

�� IntegrationIntegration of public of public fundingfunding
--> > avoidavoid duplication of duplication of studiesstudies & & wastingwasting of of 
moneymoney

�� Harmonisation of Harmonisation of toolstools, training and , training and 
practice practice �� iimprovedmproved qualityquality, , credibilitycredibility, , 
transparencytransparency

�� Harmonisation of Harmonisation of legislativelegislative systemssystems ??
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ECRIN TWGECRIN TWG
DesigningDesigning the infrastructurethe infrastructure

TRANSNATIONAL WORKING GROUPS : TRANSNATIONAL WORKING GROUPS : 

--> Guidelines, > Guidelines, toolstools and and 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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Support to Support to investigatorsinvestigators

�� ComprehensiveComprehensive knowledgeknowledge of the of the regulatoryregulatory
requirementsrequirements in the in the differentdifferent ECRIN countries for ECRIN countries for 
all all categoriescategories of of researchresearch

�� DevelopmentDevelopment of of SOPsSOPs for multinational for multinational studiesstudies
•• InformedInformed consent, consent, protocolprotocol, interaction , interaction withwith ECEC

•• Interaction Interaction withwith CA, CA, insuranceinsurance, management of IMP, , management of IMP, 
management of management of samplessamples, , archivingarchiving

•• Adverse Adverse eventevent reportingreporting

•• RiskRisk assessmentassessment tooltool, monitoring,, monitoring,

�� Network of Network of clinicalclinical researchresearch centres centres 

�� Network of Network of EuropeanEuropean CorrespondentsCorrespondents able to able to 
provideprovide support to support to foreignforeign sponsor in sponsor in eacheach ECRIN ECRIN 
countrycountry
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NNC: National network coordination DC: Data centres
EC: European correspondent GMP: GMP facility for biotherapy

CRC: clinical research centres
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ECRIN ECRIN -- PPI PPI 
IntegratedIntegrated servicesservices

�� Flexible, Flexible, integratedintegrated services (services (oneone--stopstop shop) shop) 
in the in the conductconduct of the of the studystudy
•• interaction interaction withwith ethicsethics commiteescommitees

•• interaction interaction withwith competentcompetent authoritiesauthorities, , regulatoryregulatory
affairsaffairs

•• drugdrug dispensingdispensing

•• adverse adverse eventevent reportingreporting

•• data management data management –– data centresdata centres

•• studystudy monitoringmonitoring

•• management of management of biologicalbiological samplessamples

•• GMP GMP manufacturingmanufacturing of of biotherapybiotherapy productsproducts

•• patients patients recruitmentrecruitment and investigationand investigation
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ECRIN ECRIN -- PPI PPI 
IntegratedIntegrated servicesservices

�� Information and consulting Information and consulting duringduring the the 
preparationpreparation of the of the studystudy
•• methodology, protocol review and adaptation of methodology, protocol review and adaptation of 
study protocol to transnational constraintsstudy protocol to transnational constraints

•• ethical reviewethical review

•• metameta--analysis analysis 

•• centre selection, stimulation of patientscentre selection, stimulation of patients’’ enrolmentenrolment

•• cost evaluationcost evaluation

•• funding opportunitiesfunding opportunities

•• BiostatisticsBiostatistics

•• data safety and monitoring committeesdata safety and monitoring committees

•• InsuranceInsurance
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ECRIN ECRIN -- PPI PPI 
IntegratedIntegrated servicesservices

�� ScientificScientific boardboard

•• to to evaluateevaluate the the scientificscientific relevance and relevance and 

feasibilityfeasibility of the of the studiesstudies

�� QualityQuality management unitmanagement unit

�� Data centresData centres
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AfterAfter the the preparationpreparation phasephase

�� 1 1 –– Operation phaseOperation phase
•• Progressive Progressive developmentdevelopment of services to of services to investigatorsinvestigators and and 
sponsorssponsors

--> > SustainabilitySustainability : self: self--financingfinancing / / operationoperation revenues revenues 
(public, (public, industryindustry, PPP), open I3 calls, national support, PPP), open I3 calls, national support

�� 2 2 –– Construction phaseConstruction phase
•• Capacity building: public institutions acting as sponsorsCapacity building: public institutions acting as sponsors

•• GMP GMP facilitiesfacilities for for biotherapybiotherapy

•• DatacentresDatacentres

--> National > National fundingfunding, , loanloan to EIB (RSFF), structural to EIB (RSFF), structural fundsfunds, , 
limitedlimited fundingfunding fromfrom the the CapacityCapacity programmeprogramme
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SynergiesSynergies withwith otherother ESFRI ESFRI 
InfrastructuresInfrastructures
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