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Introduction
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 IMI Is public-private partnership between the
European Commission and the European
Federation of Pharmaceutical industries and
Associations (EFPIA) to promote biomedical
Innovation in Europe and to address the
bottlenecks in the R&D process

e In 2008 a new Community Body, namely the IMI
Joint Undertaking (IMI JU) will be established in
Brussels to implement the recommendations of
the IMI Research Agenda with a budget of € 2
billion



History

2000
Lisbon strategy

2004-2006
Technology Platform

2007
EU Endorsement

2008
Establishment

2009-2017
Research

mn

“Make Europe, by 2010, the most competitive and the
most dynamic knowledge-based economy in the world*

Informal networks of stakeholders led by EFPIA to develop
a consensus driven Strategic Research Agenda

Development and approval of the IMI Regulation/Statutes
as a Joint Undertaking (new instrument of FP7 for
implementation of technology platforms via large scale
Public-Private Partnerships)

Governance bodies created, first call for proposal under
the leadership of the European Commission

Funding of research projects for up to € 2 billion



Research agenda

The Innovative Medicines Initiative (IMI)
Research Agenda

Creating Biomedical R&D Leadership for Europe
to Benefit Patients and Society
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Prepared following
extensive consultation of all
relevant stakeholders

Identifies pre-competitive
bottlenecks in the R&D
process

Proposes recommendations
to address these
bottlenecks

IMI 1S not about new
molecules it is about new
knowledge and tools.



Over 40 SMEs participated in the
development of IMI Research Agenda
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Pre-competitive bottlenecks in the

R&D Process ’m'
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Focusing on 5 Disease Areas
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Predictive Predictive Identification Patient Benefit / Risk
pharmacology toxicology and validation of recruitment assessment

| | biomarkers | I
|

Cancer

Brain
Disorders

Inflammatory
Diseases

Metabolic
Diseases |

Infectious
Diseases I




The drivers for a new R&D model of
public-private partnership

e Wealth of novel opportunities from genomics

— How to pick the right molecules and bring them to the right
patients

e Cost and timelines of drug development

— Need a change the paradigm of drug discovery to de crease
attrition and improve effectiveness

* The potential of increased cooperation with stakehol ders

— Greater public understanding, increased patient in volvement
and greater dialogue with regulators

 The need for increased openness

— Transparency of operation e.g. publication of clin ical trial data,
sharing toxicology data etc.



Impact on the R&D process

* Doing what we do now but better and/or faster
— Predictive toxicology, predictive pharmacology
— Improved pharmacovigilance

* Doing things differently
— Patient databases
* Medical records, patient networks, biobanks
— Patient recruitment
« Enriched populations, participation of patient org anisations
— Clinical trial design
» Adaptive trials, non-frequentist methods
» Use of biomarkers and surrogates
» Patient centred endpoints and quality of life issu es
» Asking “why did this happen?” not “what happened?”
— Approval
« Acceptance of biomarkers and surrogates
* More rapid (conditional) approvals
« Demonstration of value and impact on pricing
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Direct benefits to the Small and Medium
Sized Enterprises (SMESs)
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Promote innovation and the faster development of new
medicinal products

Access to pre-competitive knowledge

Share risk of implementing new technologies and attrac t
Investment
— Lower risk of technology development as shared wit h end-users
— Lower costs of technology development through IMI funding
Easier access to relevant experts in the pharmaceutic al
companies
Clear intellectual property rights policy from the onse t
Increased skilled and experienced management to driv e

complex multi-stakeholders projects forward in Europe
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Direct benefits to the biopharmaceutical
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Industry
Reduction of animal use in safety evaluation
Faster interpretation of safety findings through shar Ing pre-
competitive toxicology data
Validation of new assessment methods such as bioma rkers

Faster drug development and approval process
Fewer patients needed in pivotal trials

More skilled professionals in the industry

More cost efficient R&D
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Direct benefits to regulators

e Open scientific forum allowing early involvement and

collaboration of all stakeholders

Access to pre-competitive knowledge that was previou sly
out of reach

Faster application of new technologies for regulatory
purposes

Improved scientific information to support decision m aking in
regulatory process

Fewer post-marketing withdrawals
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Direct benefits to academia
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e Provides a new collaborative framework for access to
research funding

Increased European co-ordination on medical research
topics

Increased mobility and understanding between the pub lic
and private sectors

Knowledge sharing between the public and private sec tors

Accelerates the application of research results to pa tients
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Direct benefits to patients

* More information and impact on the biomedical arena:

— IMI will provide a discussion forum on risk assess ment

— IMI will provide a discussion forum on the R&D pro cess and on
what is important to patients

— IMI will provide a mechanism for patients to influ ence R&D
processes

 IMI will optimize clinical trail designs helping to minimise
patients numbers and maximise impact of trials

e Faster access to innovative therapies such as person alised
medicines

16



Benefits to society

EU and Member States

— Gain competitive advantage for EU

— Significant economic value through small and large enterprises
— More effective healthcare
— Retain scientific talent and expand science base

Patients / society

— Better medicines
— Enhanced collaborative environment between all sta keholders
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How can you participate in IMI?
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 |IMI publishes one call for proposals per year. These calls are
open to the entire European community.

* In 2009 new areas of the IMI Research Agenda may be
addressed such as Cancer, Infectious Diseases and
Knowledge Management

« IMI has a peer review process, to participate as an ex pert,
register in the EC database of experts indicating inte rest in
IMI.

 IMI will have a stakeholders’ forum which will conven e once
a year to disseminate information on IMI activities a nd give
stakeholders the opportunity to provide input on IMI . This

forum will be open for participation to all stakeholde IS.
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Call & evaluation process

Stage 1: Scientific excellence

Expression of Interest

1st Peer Review

Invitation to Submit Full
Proposal

Stage 2: Feasibility and scientific
excellence (draft project agreement)

Full Project Proposal

2nd Peer Review

Contract Execution

1. Project Agreement
2. Grant Agreement
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IMI Call 2008: Participation
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o Call open: 30 April 2008 - 15 July 2008

« 18 call topics:
— 6 In safety

— 7 In efficacy
(Nervous system, Diabetes, Respiratory Diseases)

— 5in education and training

» 134 expressions of interest (Eol) were evaluated
— Almost 1300 applicants grouped into 134 consortia

 An average of 7 Eols per topic
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SME participation: 17% in first IMI call
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O Academics
B SMEs

l Patients

O Regulatory
@ Industry

H Associations
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Outcome: Evaluation - stage |
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One ranked list of Eols for each topic

One evaluation consensus form for each Eol
(for feedback to the Applicant Consortium)

One summary evaluation report per topic
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Timelines Call 2008
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Stage 1 Stage 2
Deadline for Eol  Peer Review Meetings Peer Review Meetings
July 15 Sept 9-10-11-16-17 December 5

[

May June July  JAugust | Sept  October [Nov. Dec. hnuary  Fepruary

|Publication of Call

Submission period for Expressions of Interest

|Evaluation Stage 1

Submission period for Full proposals

uoireniu] 108loud

|Evaluation Stage 2

[Negotiation, signature of Grant Agreements,
first payments
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IMI IP policy: One policy, multiple
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IntereStS | I I I |
Freedom
to operate
Incentive to Dissemination
participate of information

Support for EU Compensation for
Industry background
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IMI IP policy: One policy, multiple
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Interests....

Direct exploitation rights

(academia/SME) Freedom Res_,eatrch ltJ_S_e fort

Terms known at outset (Pharma) tooperate L | Projectparticipants
Fair and reasonable

terms/free for others

-

Incentive to
participate

Dissemination
of information

Data in public
domain within
a year

Support for EU
Industry

Compensation for
background

—
Only necessary background included
Compensation within fair and
reasonable terms

Terms accommodate a the
needs of a spectrum of
interests - large and small
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IMI cannot be appropriately leveraged

without all stakeholders in/’!)

Discovery Preclinical Translational Clinical Pharmaco-
research develop medicine development vigilance

Biopharma
Industry

v

Regulators

Policy Makers

Patients

b

ealthcare

_ Academia
Professionals
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The Ultimate Beneficliaries ...
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... All EU citizens
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The Innovative Medicines Initiative (IMI)

Thank you very much for your attention

Additional documentation available at:
WWW.ImI-europe.org




