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the Largest PPP in Life Sciences R&D 
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Key  Concepts 

•  Pre-competitive research  

•  Open Innovation  



The Path to Innovative Medicines 

nature medicine volume 16 | number 4 | April 2010: 347 



Drug Safety:  
The Need for Novel Approaches  

•   Individual susceptibility 

•  Combination therapies  

•  Unwanted reactions to targeted therapies 

•  Late effects  



N ENGL J MED 362: 865-869, March 11, 2010 



The Four Pillars of the Innovative 
Medicines Initiative 
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IMI Executive Office as a  
Neutral Third-Party   

•  To implement programmes and activities in the   
   common interest of all stakeholders 

•  To monitor the combined use of public funds and  
   industry investment  

•  To guarantee fair and reasonable conditions for   
  optimal knowledge exploitation and dissemination  



Successful Applicants 

•  Interested in patient-centric  
  biomedical/pharmaceutical research 

•  Open to collaboration with  
   large pharmaceutical companies 



Ongoing Projects (1st Call) 

15 Projects 

395 Teams 

Total budget: 
281 M€ 

Acronym EFPIA Coordinator Budget (M€) 

SAFE-T Novartis Pharma 35.9 

PROTECT European Medicines Agency 29.8 

SUMMIT  Boehringer Ingelheim                                                                                                                                                                                                               28.4 

PHARMA-COG GSK 27.7 

IMIDIA Sanofi-Aventis 25.4 

NEWMEDS   Lundbeck 24.0 

U-BIOPRED  Novartis Pharma 20.6 

EUROPAIN  AstraZeneca 18.2 

PROactive  Chiesi Farmaceutici 16.7 

MARCAR Novartis Pharma 13.3 

E-TOX Novartis Pharma 12.9 

EMTRAIN AstraZeneca   7.7 

EU2P F. Hoffman-La Roche    7.2 

Pharma Train Eur. Federation of Courses   6.6 

SafeSciMET F. Hoffman-La Roche                                                                                                                                                                                                                            6.3 



IMI SAFE-T Consortium 
Partners 

•  Pharma: 
–  Novartis 
–  Almirall 
–  Amgen 
–  Pfizer 
–  Hoffmann-La Roche 
–  AstraZeneca 
–  Bayer Schering Pharma AG 
–  Boehringer Ingelheim 
–  Eli Lilly 
–  GlaxoSmithKline 
–  Sanofi Aventis 

•  Collaborators: 
–  University of Malaga/ Spanish DILI Registry 
–  University of Liverpool/Centre for Drug 

Safety Sciences 

•  Academic: 
–  Barcelona Cardiovascular Research Center 
–  Charité Hospital 
–  Groupe d’Etudes et de Recherches en 

Médecine Interne et Maladies Infectieuses - 
APHP 

–  Groupe Hospitalier Pitié Salpêtrière - APHP 
–  Natural and Medical Sciences Institute 
–  Tel-Aviv (Souraski) Medical Center  

•  SMEs: 
–  Argutus Medical Limited 
–  Experimental & Diagnostic Immunology 

GmbH 
–  Firalis SAS 
–  Interface Europe 

•  External Advisors: 
–  European Medicines Agency 
–  FDA  



IMI SAFE-T Consortium 
Safer and Faster Evidence-based Translation 

• Three organs needing better clinical monitoring of  
  drug-induced injuries: 

–  Kidney: current standards increase only once 50-60% of kidney function is lost 

–  Liver: current standards are not sufficiently sensitive and specific 

–  Vascular System: no biomarkers currently available  

• Consortium objectives: 
–  To evaluate utility of BMs for monitoring DIKI, DILI and DIVI in humans 

–  To develop assays and devices for clinical application of safety BMs 

–  To qualify safety BMs for regulatory decision  



Variability 
in healthy 
subjects 
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Consortium:  
-     International Alliance of Patients’ Organizations 
-     6 Regulatory Bodies including EMA (coordinator) 
-   11 EFPIA Pharma Companies   
-   10 Academic Institutions   
-     1 SME 

Aim: To strengthen the monitoring of the benefit-risk of    
           medicines   

Deliverables:  
-   New methods for data collection from consumers 
-   New methods of communicating benefit-risk decisions to all     
       stakeholders 

PROTECT : 
Pharmacoepidemiological Research on Outcomes of 
Therapeutics by a European ConsorTium 



Lessons from Ongoing Projects 

•  IMI is more than an industry-academia PPP:  
  successful involvement of regulatory agencies, patients’ organizations   
  and SMEs 

•  First successes and enthusiasm provide  « proof-of-concept »    
  evidence for IMI-type PPPs  

•  Need for dedicated tools for data and knowledge management 



Topics 

•  Knowledge Management 

•  Cancer  

•  Rapid diagnosis for infections 

•  Inflammatory disorders 

Proposals under Finalization 
(< 2nd Call) 



3rd Call: Indicative Topics 

•  Early prediction of drug-induced liver injury 

•  Risk minimization of antibodies to biopharmaceuticals 

•  Immunosafety of vaccines 

•  Translational research on autism spectrum disorders  

•  Personalized medicine in type II diabetes  

•  New strategies to treat tuberculosis 

•  Patient awareness on pharmaceutical innovation 



Key  Challenges 

•  Intellectual property management  

•  Boundaries of precompetitive research  

•  Incentives/rewards for collaboration 

•  Indicators of performance 



THANK YOU ! 

www.imi.europa.eu 


