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Largest Public Private Partnership for Health R&D
IMI2 Budget

 1:1 funding, joint decision making
 EU funds go to SMEs, academia,

213

patient organizations
1425

1638

 Industry contribution in-kind
 3.400 M€ in IMI-2

EU Commission
Pharmaceutical
Other industries

 IMI-2 includes other sectors (NGS,
IT, medical devices, diagnostics)

2

IMI2 vision = Agenda for this talk
towards integrated healthcare solutions
 Addressing healthcare priorities of the WHO 2013 report

 Open innovation: unprecedented pooling of industrial
research assets
 Encompassing the entire product cycle
 beyond R&D, to healthcare delivery and access models

 Promoting stratified medicines:
 prevention, treatment and health management

 Ideas generation in IMI open to industry AND academia

Addressing healthcare priorities (aligned with WHO)
IMI funding
Corporate contribution

€ 14,910,397
Relative effectiveness

€ 759,185,796
Infectious diseases

€ 18,118,249
Drug kinetics
€ 20,426,255
Drug delivery

€ 214,136,227
Drug discovery

€ 30,601,855
Sustainable
chemistry

€ 37,378,289
Education and
training

€ 182,980,698
Brain disorders

€ 116,880,300
Metabolic disorders
€ 116,287,312
Drug safety

€ 37,966,496
Lung diseases

€ 49,310,000
Geriatrics

€ 55,930,958
Biologicals
€ 69,739,527
Inflammatory disorders

11 Calls for Proposals spend 2 billion €!
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59 projects covering wide spectrum of topics

Unprecedented pooling of industrial research assets

Goal
 Generate novel leads for the development of innovative
drugs from an exceptional collection of compounds.

Objectives
 A highly diverse Joint European Compound Collection with
~500.000 compounds from public and private institutions
 Establish of a screening platform available to researchers
in universities, SMEs and pharma industry

Status / Achievements

• H. Lundbeck A/S
• Technical University
of Denmark
•
•
•
•
•

University of Dundee
University of Leeds
University of Nottingham
BioAscent Discovery Ltd
Sygnature Discovery Ltd

• AstraZeneca AB
•
•
•
•
•
•
•
•

• Janssen Pharmaceutica NV
• UCB Pharma SA

Bayer Pharma AG
Merck KGaA
Sanofi Aventis Deutschland GmbH
Max Planck Institute of Molecular
Physiology
Universität Duisburg-Essen
Gabo:Mi Ges. fur Ablauforganisation:
Milliarium Mbh & Co Kg
Lead Discovery Center GmbH
Taros Chemicals GmbH & Co KG

• Edelris S.A.S

 High quality compound collection (~320.000)
 European Screening Center with state-of-the-art facilities
 11 public target programs give option for companies to


gain access to novel targets by partnering with 3rd parties
Numerous company target programs running with the
option for generation of proprietary novel lead structures

• ChemAxon

•
•
•
•
•
•
•
•
•

TI Pharma
Leiden University
Radboud University Nijmegen
The Netherlands Cancer Institute
University of Groningen
VU-University Amsterdam
Mercachem B.V.
Pivot Park Screening Centre B.V.
Syncom B.V.

Total Budget:
196 539 059 €
Bayer in-kind contribution: 11 128 100 €
Start of Project:
01/01/2013
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Sharing high quality iPSC lines, generated with
validated protocols and characterized according to
high quality standards
Clinic
Volunteer
donates
tissue

iPS cell specialist
Derive iPS cell
lines from
tissue

Researcher

Replication creates
large numbers of
cells

Differentiation
creates cells of
specific types

Physiological cells
used in research

Create larger number & diversity of iPS cells to meet needs of
many diverse projects

Generate/select cell performance data integrating
clinical, genetic information of use in other projects
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Encompassing the entire product cycle

Idea generation

Basic research
and non-clinical
testing

2007 SRA: initial focus
of early IMI calls

Human testing

Regulatory
Approval

HTA and
Pharmacovigilance

2011 SRA: now addressing
societal challenges and
healthcare

Daily
Medical
practice

2013 SRA: IMI 2
includes real life
medical practice

IMI2 aims at increasing the efficiency of the complete pharmaceutical R&D Process
SRA – Strategic Research Agenda
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Strengthening Safety Prediction

Promoting stratified medicine
Goal
■ Validation of systems biology approach:

in silico prediction of treatment
response in colon cancer patients to
address tumour heterogeneity

• AstraZeneca AB
• University of Uppsala
• Stockholm University
• Pfizer Ltd
• Eli Lilly & Company Ltd
• University College London

•
•
•
•
•

Status

•
•
•

■ patient-derived models for colon cancer

established (cell lines, xenografts)

• Janssen Pharmaceutica NV

•

• Medical University of Graz

■ Tool for in silico prediction of drug

response developed
ModCellTM initiated

• F. Hoffmann La-Roche AG

(ModCellTM)

■ Negotiation with EMA on validation of

• Vall D'Hebron Institute
of Oncology

• Université Paris-Sud
• International Prevention
Research Institute SAS

Total Budget:
Start of Project:
Page 10

Bayer Pharma AG
Boehringer Ingelheim Int’l GmbH
Merck Serono
Charité University of Medicine
Max-Planck Institute for
Molecular Genetics
Technical University Dresden
Alacris Theranostics GmbH
EPO – Experimental Pharmacology
& Oncology GmbH
Gabo:Mi Ges. fur Ablauforganisation:
Milliarium Mbh & Co Kg

30,7 Mio €
01/01/2011

IMI2 scientific program: initial five big themes
Therapeutic Areas and Cross-cutting Themes
1. Neuro-degeneration
prevention and treatment of dementia and other
neurodegenerative diseases

2. Prevention and treatment of immunemediated disease
Advance immunological understanding to deliver new
medicines and better vaccines

3. Metabolic disorders
prevention and early intervention type 2 diabetes, obesity,
dislipidemia, hypertension and its complications

Differentiating Enablers for all themes
Towards early and effective patient access
to innovative prevention and treatment
solutions (MAPPs):
•
•
•
•
•
•

4. Infection control
Address multidrug resistance and create incentives for
renewed investment (antimicrobials, antivirals) and better
vaccines

5. Translational Safety
identification and development of point of care safety
biomarkers and new system biology platforms to better
predict toxicity and safety during early development

•
•

Target validation based on human biology
Stratified medicine, precision medicine
Innovation in clinical trials
Big Data generation and interpretation
Prevention, early intervention, adherence
Effect on medical practice and outcomes
(health/disease management)
Regulatory framework
Patient access

First five big themes
 Prioritization / selection criteria
•
•
•
•
•

Field of unmet need
Patient-centric approach
The science appears ready to make a big change over the next decade
Added value of PPP to make a difference (incl. other industry sectors)
Synergies/complementarity with similar initiatives

 While focusing on prioritized themes, there is sufficient room for
other projects within the SRA
• e.g. Oncology; Rare/Orphan-, Psychiatric, and Respiratory Diseases

In-Scope / Out-of-Scope Example: NGS* to quantitatively
characterize the adaptive immune system
 The immune system plays a central role in almost all areas of
medicine (cancer, autoimmune diseases, infectious diseases)
 NGS Technologies are available for monitoring minimal residual
disease (MRD) in immunocompetent cells.
 Much work required to measure the immune response to solid
tumors and to monitor the effect of immunotherapeutic drugs.
 Clinical trials to validate applications of immuno-sequencing
are needed to enable doctors and patients to benefit from NGS
 Validation studies can be regarded as pre-competitive, thus
IMI2 is an appropriate frame to collaborate with industry in IST

*)

NGS:NEXT

GENERATION

SEQUENCING

From topic definition to project start
two-stage process (incl. fast track)
STAGE 1

Idea
generation
Third parties

Hospitals
Academia

Negotiation
phase

Applicant
consortium

Patients

SMEs

EFPIA
consortium

EFPIA
consortium

Regulators
Merger

Call

Companies
identify
questions on
which they
want to work
together

STAGE 2

Submission of Expressions
of Interest by applicant
consortia
&
Evaluation by independent
experts

Negotiations

Public and
private partners
develop a
project together
& IMI conducts
peer review

Start

Signature of
contracts

From topic definition to project start
single-stage process (similar to H2020)
Negotiation
phase

STAGE 1

Idea
generation

Hospitals
Academia
industry

Industry

SMEs
Call

Companies
identify
questions on
which they
want to work
together

Patients

Regulators
Negotiations

Public and private partners
prepare and submit
together Expressions of
Interest
&
Evaluation by independent
experts

Start

Signature of
contracts

IMI has delivered on Innovation and Health
 Novel approaches and tools for drug research
 Validated disease* models
 Clinically relevant disease* biomarkers

 Tools for drug safety prediction and monitoring
 Improved clinical trial design in schizophrenia, pain, autism
 Co-funding by EU of antibiotics development
 Use of real life data to address regulators’ & payers’ requirement
 Exploring new, science-driven regulatory pathways
 Involving all stakeholders (regulators and patients)

* Mainly in AD, Diabetes, Asthma, Schizophrenia, Colorectal Carcinoma

Conclusions
Focus: stratified medicine & healthcare priorities
Healthcare solutions: prevention & treatment
Comprehensive: R&D, Regulatory, Market Access

Inclusive: beyond pharmaceutical industry

Submit your ideas: http://imi.efpia.eu/

