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Innovative Medicines Initiative: 

the Largest PPP in Life Sciences R&D 

2 Billion Euro 

1 Billion € 

 

1 Billion € 

Public                       Private 

Partnership 



Update SRA – SRG meeting of 23 May 2011 

The Original Matrix of the 

Scientific Research Agenda 



 

 
  

Key  Concepts 

• Pre-competitive research  

• Open Collaboration  



Governance 



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  



Intellectual Property Policy: 

Guiding Principles   

 

• Aligned with IMI objectives, i.e. 

- to promote knowledge creation 

- to facilitate disclosure and exploitation 

- to achieve fair allocation of rights 

- to reward innovation 

- to achieve a broad participation of private    

  and public entities  
 

• Provides flexibility for participants 



May 2011,  10: 321-322 



Nat Rev Drug Discov May 2011 

……….. 



Step 2: 

Consortia eligible for EU funding 

compete through expressions of interest 

which are ranked by independent experts 

 
 

Step 1: 

A set of EFPIA companies 

define a topic on which they  

commit to collaborate   
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Step 3: 

The top-ranked EU-fundable  

consortium join the EFPIA 

companies to form the 

final consortium which develops 

the full proposal, subject to  

peer-review before final approval 

Building  

a IMI Consortium 



Calls 1&2: Consolidated Figures   

  Call 1  Call 2 Total 

Projects 15            8  23 

EFPIA Companies 21 21 23 

EFPIA teams 160  65 225 

Academic teams 195 103 298 

SME teams 24  23 47 

Patients’ organisat. 
 

9 
 

2 
 

11 

Total Budget (M€) 281 172  453 



SMEs in 1st Call Projects 

25 Companies: 14.6 M €  
AEROCRINE U-BioPred 

ALZPROTECT PharmaCOG 

ARGUTUS MEDICAL  Safe-T 

BIOCOMPUTING PLATFORMS  Summit 

BIOSCIENCE CONSULTING U-BioPred 

CHEMOTARGETS  E-Tox 

CHOICE PHARMA Proactive 

CXR BIOSCIENCES  Marcar 

EDI GMBH Safe_T 

ENDOCELLS SARL Imidia 

EXONHIT THERAPEUTICS SA PharmaCOG 

FIRALIS S.A.S. Safe-T 

GABO:MI* Newmeds 

INNOVATIVE CONCEPTS PharmaCOG 

INNOVATIVE HEALTH DIAGNOSTICS PharmaCOG 

INTE:LIGAND SOFTWARE E-Tox 

INTERFACE EUROPE* Safe-T 

ISLENSK ERFDAGREINING  Newmeds 

LASER LA Santé Protect 

LEAD MOLECULAR DESIGN  E-Tox 

MOLECULAR NETWORKS GMBH  E-Tox 

NEUROSCIENCE TECHNOLOGIES Europain 

OUTCOME EUROPE  Protect 

QUALISSIMA PharmaCOG 

SYNAIRGEN RESEARCH  U-BioPred 



Patients’ Organizations in1st Call Projects  

   - European Lung Foundation 

 

   - Int. Primary Care Resp. Group 

 

   - British Lung Foundation 

 

   - Asthma UK 

 

   - Lega Italiano Anti-Fumo 

 

   - Dutch Asthma Foundation 

   - Int. Alliances of Patients’  

     Organizations 

 

   - Alzheimer’s Europe 

 

   - Eur. Genetic Alliances’ Netw. 

 

   - Genetic Interest Group 

 

   - European AIDS Treatment  

     Group 

 



 

 
  

Regulators in 1st Call Projects  

   - European Medicines Agency (EMA) 

 

   - MHRA (UK) 

 

   - DKMA (DK) 

 

   - AEMPS (SP) 

 

   - SwissMedic (CH) 

 

  -  AFSSAPS (FR) 



 

 
  

Key Deliverables of  

Non-Competitive Research 

• Establishment of common databases 
 

• New tools for identification of drug  

  targets 
 

• Standardization and harmonization of models  

  and assays for drug efficacy and safety 

  (biomarkers) 
 

• Patient reported outcomes 
 

• Classification of diseases 



Develops biomarkers and tools and models to allow better targeted 

treatments for schizophrenia and depression 
 

19 Partners  

– 9 EFPIA companies  

– 7 Public organisations 

– 3 SMEs 

 

 

 Has assembled the largest known repository of antipsychotic  

      clinical trial data. 

 The database contains information on 23 401 patients from 67 industry 

      sponsored studies. 

 Bringing together data from public projects and 3 companies on the genetics 

and clinical response in 1800 well characterized patients with depression. 

NEWMEDS 

Nature, 11 November 2010 
First achievements 



eTOX 

 Builds a large searchable database containing drug toxicity-related data 
extracted from relevant pharmaceutical pre-clinical legacy reports 

 Develops innovative methodological strategies and novel software tools to 
better predict in silico the toxicological profiles of new molecular entities in 
early stages of the drug development pipeline, using its database background 

 
 25 Partners 

– 13 EFPIA companies 

– 8 Public organisations 

– 4 SMEs 

J. Chem. Inf. Model. 2011; 51:483-92 

 An innovative multi-scale modelling strategy  

    for the prediction of cardiotoxicity has been developed,  

    successfully tested and published 

First achievements 



Deciphers chronic pain mechanisms in order to improve the development of 

pharmacological treatments against pain thereby reducing the burden of illness of 

large groups of the population 
 

20 Partners 

- 7 EFPIA Pharma Companies 

- 12 Academic Institutions 

- 1 SME 
 

 

 

 

 

 Database based on a standardized Quantitative Sensory Testing (QUAST) 

 Novel imaging technique based on magnetic resonance imaging (MRI)  to visualise  

    brain changes patients with low-back pain 

EUROPAIN 

First achievements 



Addresses the current lack of sensitive and specific clinical tests to diagnose and monitor 

drug-induced injury to the kidney, liver and vascular tissues in man, which is a major 

hurdle in drug development 

 

20 Partners 

- 11 EFPIA Pharma Companies 

- 5 Academic Institutions 

- 4 SMEs 

 
 

First achievements  
 

 153 potential biomarker candidates for drug-induced injury of the kidney, liver and  

    vascular system have been evaluated and are currently undergoing clinical evaluation.  

 The strategy adopted has been agreed with the European Medicines Agency (EMA) 

    and the U.S. Food and Drug Administration (FDA).  

SAFE-T 

Drug Discov Today, in press 



Developing biomarkers that will allow the prediction of unwanted non-

genotoxic carcinogen (NGC) effects of drugs at a very early stage of their 

development 

 
12 Partners 

- 5 EFPIA Pharma Companies 

- 6 Academic Institutions 

- 1 SME 

MARCAR 

PlosOne 24;6:e18216, 2011 

First achievements 



 

By comparing data from several hundreds of people, the team will characterise 

different kinds of severe asthma, paving the way towards a new classification of 

asthma and personalised treatments for patients 

 

19 Partners 

          - 8 EFPIA companies  

          - 7 Academic Institutions 

          - 3 Patients’ organizations 

U-BIOPRED 

Thorax, in press 

First achievements  
 

  Consensus statement on the definition of  

    severe refractory asthma 



PROTECT Consortium 
To strengthen the monitoring of the benefit-risk of medicines by developing  

modern methods of data collection directly from consumers in several 

European Union countries, including using web-based screens 

And computerised telephone interviews.  

 

29 Partners 
•    6 Regulatory bodies (coordinator: EMA° 

•  11 EFPIA Pharma Companies 

• 10 Academic Institutions 

•   1 SME 

 

PROTECT  has launched a prospective study of pregnant women who 

agree to provide information about medication use, lifestyle factors and 

risks for congenital malformation 

Patient reported outcomes (1) 



PROACTIVE Consortium 

Develop, validate and use patient reported outcome (PRO) tools investigating 

dimensions of physical activity that are judged by patients living with chronic 

obstructive pulmonary disease (COPD) 

 

19 Partners 

•    8 EFPIA companies  

•    7 Academic Institutions 

•    3 Patients’ organizations 

Patient reported outcomes (2) 



 First course in Nov 2010 on drug discovery 

    development 

 

 Certificate and Master courses  

    in pharmacovigilance and pharmacoepidemiology  

    in Sept 2011  

 

 EU syllabus on pharmaceutical medicine 

 

 Database on over 700 master courses,  

    110 professional development courses, 380 

    learning tools 

 

IMI Education & Training Programmes 



2nd Call Projects 

Acronym  Coordinator Managing Entity Budget (M€) 

PREDECT Servier University of Helsinki 17.7 

ONCOTRACK Bayer Schering Max-Planck Institute 30.7 

QUIC-CONCEPT AstraZeneca EORTC 17.1 

RAPP-ID Johnson&Johnson University of Antwerp 14.4 

BTCURE UCB Karolinska Institute 38.2 

DDMoRe Pfizer Uppsala University 21.2 

OpenPhacts Pfizer University of Vienna 16.4 

EHR4CR AstraZeneca 
European Institute for 

Health Records 
16.0 



Projects under Finalization 

• 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 

 



Towards New Business Models 

for “Big Pharmas”: 

• Patents Expiration and Fights 
 

• Generics and « Biosimilars » 
 

• Unpredicted late stage failures 
 

• Increased regulatory rules 
 

• Fragmented knowledge 



The Path to Innovative Medicines 

 

 

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



Rare Diseases as Surrogates  

in Drug Development 

Disease  Surrogate   Molecular     Drugs 

          for                        targets  

         
Familial                                 Common forms of                      HMG CoA        Statins 

hypercholesterolemia           hypercholesterolemia                   PCSK9 

 

 

Cryopyrin-associated            Rheumatoid arthritis                     IL-1b                     Rilonacept 

periodic syndromes                                                      Canakinumab 

 

Idiopathic   Allergic asthma                              IL-5                 Mepolizumab 

Hypereosinophilia 

 

Castleman                 Rheumatoid arthritis          IL-6                 Tocilizumab 

Disease 

 

Tuberous sclerosis Various cancers          mTor               Temsirolimus 

 



Nature Reviews Drug Discovery 10, 399-400  
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The Revised Agenda: Key Areas  



Call 4 Topics (1) 

Cluster A: Medical Information System 

• A European medical information framework (EMIF) of 

patient-level data to support a wide range of medical 

research 
• Information Framework / Knowledge Management 

Service Layer. 

• Metabolic complications of obesity. 

• Protective and precipitating markers for the development 

of Alzheimer’s disease (AD) and other dementias. 

 

• eTriks: European translational information and 
knowledge management services 



Call 4 Topics (2) 

Cluster C: Technology and Molecular Disease 
Understanding 

• Human induced pluripotent stem (hiPS) cells for drug 
discovery and safety assessment 

• Understanding and optimising binding kinetics in drug 
discovery 

Indicative financial contribution from IMI JU:  

Up to 105 M€ 

 

Cluster B: Chemistry, Manufacturing and Control 

• Delivery and targeting mechanisms for biological 
macromolecules 

• In vivo predictive biopharmaceuticals tools for oral drug 
delivery 

• Sustainable chemistry – Delivering medicines for the 
21st century 



Major Challenges Ahead   

• « Consortium fatigue »  
 

• Frontiers of pre-competitive research 
 

• Management of intellectual property 
 

• Definition of Key Performance Indicators 
 

• Incentives/rewards for collaboration 
 

• Alignment with Regulators’ Priorities 

 



Agenda 

• Innovative Medicines Initiative 

• Collaborative projects require ... 

• Some strategies for Knowledge Management 

 



Collaborative projects require an 

infostructure: OBVIOUS  

  Call 1  Call 2 Total 

Projects 15            8  23 

EFPIA Companies 21 21 23 

EFPIA teams 160  65 225 

Academic teams 195 103 298 

SME teams 24  23 47 

Patients’ organisat. 
 

9 
 

2 
 

11 

Total Budget (M€) 281 172  453 



Collaborative Projects Require 

Governance 

A lot of data is generated or consolidated, GOVERNANCE, 

is needed to address: 

1. the need for metadata 

2. description of the quality of data 

3. ensure standards to ensure syntactic and semantic 

interoperability 

 

• ESFRI set up +/- 10 large BMS Research Infrastructures 

• eIRG Data Management Task Force recomendations for 

the data intensive sciences 

• Detailed subcriteria - checklist 

 



Agenda 

• Innovative Medicines Initiative 

• Collaborative projects require ... 

• Some Strategies for Knowledge Management 

 



ILG meeting 28 April 2011: Update on KM Workgroup 46 

Background 

– IMI KM workgroup  

– EFPIA KM affinity group 

– 23 ongoing projects incl 4 KM projects 

 

 

 



KM projects 

Ongoing projects: 

• eTOX 

• OpenPHACTS 

• DDMoRE 

• EHR4CR 

 

Open Call (deadline 18 October): 

• EMIF 

• eTRIKS 



Ongoing projects KM  

• eTOX:  

 

• DDMoRe: Drug Disease Model Resources 

 

• OpenPhacts:   

 

• EHR4CR: Electronic Health Records for Clinical 

Research 



Call 4 Topics KM 

Cluster A: Medical Information System 

• A European medical information framework (EMIF) of 

patient-level data to support a wide range of medical 

research 
• Information Framework / Knowledge Management 

Service Layer. 

• Metabolic complications of obesity. 

• Protective and precipitating markers for the development 

of Alzheimer’s disease (AD) and other dementias. 

 

• eTriks: European translational information and 
knowledge management services 



50 

IMI KM workgroup 

The primary goal of the KM workgroup is to collect and share information 
on the KM component of the IMI projects and give guidance to the 
project coordinators and their KM WP leaders where possible.  

 

KM pertains to  e-collaboration, document management, data 
management and biobanking (see SRA)  

 

Success will mean:   

• Solutions are identified for interoperability issues between project e-
collab spaces and data repositories. 

• KM platforms are shared across projects and a Data Vault (notary-
like) is identified for retrieving project data and ensuring sustainability.  

• Metadata is available and quality of data are documented 

KM operational  

definition (draft) 



So far in 2011 

• Monthly KM workgroup meeting 

 

• Summary e-collaboration platforms used, e-collaboration 
platform to be tested with a single project 

 

• Data Standards:  

– MOU CDISC-IMI  

– Membership for the IMI beneficiaries for the duration of 
the projects  

– Overview course CDISC for the projects 

 

• Open LinkedIn group IMI started 


