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History
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Efpos i@ the research bottlenecks in drug
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2l their implementation have been
I"  developed in the IMI Strategic
Oe Research Agenda (SRA)
The Innovative Medicines Initiative (IMI) b h
irategle Research Agenda 2( « These recommendations represent s
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COUNCIL REGULATION (EC) No 73/2008
of 20 December 2007

setting up the Joint Undertaking for the implementa tion
of the Joint Technology Initiative on

Innovative Medicines

Official Journal 04.02.2008



IMI Is an ambitious
public-private partnership
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Strategic goals

iny’

* Re-invigorate European bio-pharmaceutical R&D, with
long-term aim to benefit patients

* Focus on delivery of tools and methods for bio-
pharmaceutical R&D

« Foster collaboration of all stakeholders (industry, public
authorities, academia, clinical centres, patient
organisations)

- Project level
- Governance level




Implementation

iny’

IMI will support research activities

« Community contribution:
- from FP7 Cooperation programme - ‘Health’ theme
- following open and competitive calls for project proposals, peer
review evaluation and the conclusion of Grant Agreements and
Project Agreements

 The research will be funded by a combination of a financial
contribution from the IMI JU to academia, SMEs, patients
associations, etc. and a contribution ‘in kind’ from the participating
EFPIA member companies

 The call and evaluation process is tailor made to serve the objectives
of IMI



IMI JU Call process

Research Agenda

Annual Implementation
Plan

EFPIA

Call with Topics consortia

Applicant

Expressions of Interest ;
consortia

1st Peer Review

Invitation to join for Full Applicant EFPIA
Project Proposal consortium consortium

Full Project Proposal

2nd Peer Review

Grant Agreement &
Project Agreement

000
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IMI Funding flow

IMI Joint Undertaking | -

cash max € 40 M

) cash € 1000 M, including
for running costs

max € 40 M for running costs

Research performed by

public sector and SMEs

funded by EC (IMI JU)

(= cash contribution for € 960 M)

Research performed by
pharmaceutical industry funded
by own resources (= in kind contribution for € 960 M)

participants in a typical IMI research project
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IMI JT1 = IMI JU + External Advisory Groups

IMI Governance (1)
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IMI State of Play (l)
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Governance

January 2009

IMI JU Executive Director

Interim ED in place (EC, Alain
Vanvossel): Commission responsible for
the establishment and initial operation of
the IMI JU until the IMI JU has the
operational capacity to implement its own
budget (Autonomy of the IMI JU)

(see art. 16 of REG)

IMI JU Governing Board

Established, first meeting on 3 March
2008, total of 3 meetings in 2008

IM| States Representatives Group

Established

First meeting 26 June 2008, total of 3
meetings in 2008

IMI JU Scientific Committee

Established
First meeting 9 December 2008

Stakeholders’ Forum

First foreseen during 2009




IMI State of Play (ll)
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Diverse items

January 2009

IMI Financial Rules
(see art. 6 of REG)

Adopted by Commission on 15
December 2008

Adopted by Board 2" February 2009

IMI Staff Regulation implementing
rules

(see art. 7 of REG)

First batch (e.g. staff selection) has
been adopted on 10 October 2008

IMI IP policy

Established
IP working group set up with SRG

IMI Grant agreement

Final Draft

Recruitment of IMI staff

In progress




IMI specifics (1)

imy’
« Membership and votes:

Founding members (EC and EFPIA) have equal votes in
Governing Board + a veto

New members possible, conditions:

support R&D in MS or AC + contribute to funding

o Participation in research projects:
Any legal entity that carries out activities relevant to the
IMI objectives in a MS or AC
Other entities: Governing Board agreement
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Distinct IMI Intellectual Property policy (Article 15 Council Regulation)
aligned with the objectives of IMI:

- Findings (Foreground) must be widely and readily available for
research into the discovery and development of medicines

- Incentives for all actors to participate (i.e. the ownership interest,
direct exploitation and the fair return on investment must be
preserved)

IMI specifics (Il)

Specific IMI Financial Rules (Art. 6 Council Regulation):
Based on Framework Financial Regulation (2342/2002) with

adaptations for IMI specific operating needs
- Possibility to carry over funds for research activities to next

financial year



IMI specifics (llI)

iny’

o All [for-profit* entities  that do not fall in the SME scheme:
Not eligible for funding
except public entities that distribute their profits exclusively in
the furtherance of public interests and have R&D as main
activity

Funding principles:

« Funding rate for legal entities eligible for funding:

In % of total eligible costs:
75 % for research activities
100 % for management and training activities
20 % flat rate for indirect cost (excl. Subcontracting and
resources by third parties)



iny’

Rationale for 20 % flat rate

e Focus of IMI: Research
very ambitious research agenda
achieving the objectives + having real impact
administrative budget limited to 4 %

« Equal treatment: all legal entities participating in | Ml
projects
iIndustrial partners subject to same rules
goal Is to foster private investment
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IMI JU first Call — Stage 1

« Call Published: 30 April 2008

o Call Budget: M€ 122.7 from EC and M€ 172 estimated ‘in kind
contribution’ from EFPIA member companies

e 18 topics opened:
6 In “Safety”
7 In “Efficacy”
5 in “Education and Training”

 Deadline for Stage 1: 15 July 2008



IMI JU first Call Stage 1: participation

138 Expressions of Interest received

At least one Expression of Interest received in each topic, i.e. all
topics opened in the 1st IMI JU Call for proposals have been covered

Teams from nearly all EU Member States participated (except Malta)

Associated countries : Croatia, Iceland, Israel, Norway, Serbia,
Switzerland, Turkey

And teams from 3" Countries : USA, Australia, Russia

Almost 1300 participating teams
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IMI JU first Call Stage 1: stakeholders

% participating teams

0,2
3,5 2 0,3 Academics
SMEs
Patients
Regulatory
Industry

Associations

O N OO O

77

1294 participating teams



IMI JU First Call for proposals
from Stage 1 to Stage 2

iny’

« Evaluation of Expressions of Interests by peer review

» Exploratory discussions between the Applicant Consortia and
the EFPIA Consortia to investigate feasibility of preparing full
proposals

* Preparation and submission of Full proposals
« Deadline for submission of Full Proposals: 20 January 2009
o Establish Grant Agreements (contract between IMI JU and the

project consorita) and Project Agreements (between partners
In a consortia)



Second Stage (20 January 2009) i@

18 Eligible full project proposals

e 340 M€ Total

e 152 M£ in “kind” contribution
131 M£ requested

« Evaluation: February/March

o Selection and Board: March

« Contract negotiations



IMI Partnership: What is required i@

Change of behaviors
— Partners vs. competitors/contractors.
Honesty

— Long term team consensus vs. short term individual
advantage.

Courage

— Working out of traditional roles and comfort zones.
Reliability

— Deliverables are highly interdependent.

The Gain

— To be part of an exciting new way of bringing the best
ideas to reality for the benefit of patients.
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Thank you for your attention!

WWW.Imi.europa.eu
WWW.ImI-europa.org




