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Innovative Medicines Initiative i@

The European Union and the

pharmaceutical industry *
my

have joined forces to make

drug R&D processes in Europe more 2 billion Euro

innovative and efficient 1 billion
Euro

and enhance Europe’s Partnership

competitiveness in the sector 1 billion
Public

Euro

Private

& address key societal challenges
by forming
. the biggest PPP in Life Science
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Key Concepts i@

» “Non-competitive” collaborative
research for EFPIA companies

B> - > Open collaboration in public-private

consortia (data sharing, wide
dissemination of results)

» Competitive calls to select partners of
EFPIA companies (IMI beneficiaries)
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IMI Governance
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Building an IMI Project (1/2) ilﬂl)

Submission of e By applicants’ consortia
Expressions of Interest (academics, SMEs, Patient org....)

Competition : : Sl o Independ. experts + EFPIA coordin.
First Peer review

between cUldies ] o Independ. experts
applicants’
consortia

(potential IMI beneficiaries)

2 =l Gl selael i ilaal | ® Approved by IMI Governing Board

Invitation to submit e to first ranked applicants’ consortium

Full Project Proposal + EFPIA consortium
o
B o




Building an IMI Project (2/2)

imy

Joint Preparation

of
Full Project
Proposal

Submission of
Full Project Proposal

Second Peer review
(including ethics)

Approval of Full Project
Proposal

Project Agreement

Grant Agreement

e By full project consortium
(first ranked applicants’ consortium
+ EFPIA consortium)

e Independent experts

e by IMI Governing Board

e by consortium partners

e Between IMI Executive

& Consortium

Rl cfpia



IMI Project Architecture ilﬁ?

A Typical IMI Consortium
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Value Chain Coverage - Calls @& @ [y
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Antibiotic drug development:
‘New Drugs 4 Bad Bugs’

Challenges of AB R&D:
APERFECT STORM

As bacterial infections grow more resistant to antibiotics, companies are pulling

* Unique scientific

out of antibiotics research and fewer new antibiotics are being approved.
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Challenges too great for any single entity to solve,
collaboration is essential
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European Lead Factory in/">

Q Joint European Compound Library
accessible for private and public
lead discovery projects

O JECL is comprised of a Pharma
Consortium Collection (= 300.000
compounds) and a Public Collection
(up to 200.000 cpds.)

Screening Centre

Compound ||Data Analysis HTS Project
Logistics & Mgtm. Mgtm.

Lead Structures

O The Screening Centre — as an
independent novel business
entity — takes responsibility for
cpd. logistics, HTS (internal and
out-sourced), data analysis &
handling, and project mgtm.

|

Q Screening Centre functions as a
market place to broker public-private
discovery projects with the Pharma Consortium

“Tool Compounds”




How IMI makes a difference i@

Fosters large scale industry collaboration and engagement
with scientific community

Promotes active involvement of patients, regulators and
payers

Enables innovation via join effort where singular
approach has failed so far

Facilitates Intellectual Property agreements
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One IMI IP policy, multiple interests i@

]
Direct exploitation rights
(academia /SME) Fair and reasonable terms
I
Terms known at outset for Research Use purposes
(Pharma) for third parties

—

-

Dissemination
within a year

Innovative Medicines

H

Only necessary background included
Compensation within fair and reasonable

terms
Rl R |: 4
efpia
*1\'

Terms accommodate the needs of
a spectrum of interests - large and
small




The Evolution of IMI ®

From bottlenecks in industry to bottlenecks in society °

FUTURE PPP
INNOVATIVE MEDICINES INITIATIVE

+ Drive Regulatory Change

What: translate science into regulatory
pathways: real life data

How: Collaborate with regulators and payers
Since 2012

+ Facilitate ‘pull’ incentives
What: Reconcile research and health care agendas

How: Engage with regulators and payers
Since 2011

Reduce Attrition and Time to Market
What: Decrease risk by developing improved tools and methodologies, secure
sustainability of outputs
How: Large scale industry collaboration and engagement with scientific community
Since 2008

From push to pull — business & HC impact
Need for a neutral platform

ANY R&D cycle: From inventive to innovative steps
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The Challenges i@

Difficulties reaching international agreement on common
priorities

Insufficient modalities of funding

Obstacles to the transfer of science, technology and
innovation into practice

Insufficient participation of relevant actors in society

The lack of integration of countries with weak scientific
infrastructure

Problems of intellectual property management for
applications of new technologies
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The Challenges i@

Difficulties reaching international agreement on common
priorities

Insufficient modalities of funding

Obstacles to the transfer of science, technology and

innovation into practice

Insufficient participation of relevant actors in society

The lack of integration of countries with weak scientific
infrastructure

Problems of intellectual property management for
<. . |applications of new technologies
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Ensuring success from future o
8 im’

global initiatives .

Mechanisms to allow individuals and institutions
to engage internationally

Inclusive and flexible approach
Focus on addressing societal needs
Clearly defined IPR Policy

Neutral broker

efpia




Keep up to date

Visit www.imi.europa.eu

Sign up to the IMI Newsletter

Follow us on Twitter: @IMI_JU

Join the IMI group on LinkedIn

Innovative Medicines Initiative

Click here for site menu

2012 - Research topic preview

- European lead factory: Joint European compound library and
screening centre - preliminary topic outline now available
- Antibiotics research to tackle resistant bacteria more ®

ABOUT IMI

j The Innovative Medicines Initiative (IMI) is
Europe's largest public-private initiative

* aiming to speed up the development of better

and safer medicines for patients.

IMI supports collaborative research projects
and builds networks of industrial and
academic experts in order to boost
pharmaceutical innovation in Europe.

IMIis a joint undertaking between the
European Union and the pharmaceutical
industry association EFPIA.

*
B chia —_—

PARTNER SEARCH TOOL
UPDATED

IMI has updated its Partner
Search Tool with the indicative
topics European Lead Factory
(building a joint European
compound library and screening
centre) and NewDrugs4BadBugs
(antimicrobial resistance).

more @

VISIT IMI'S ONGOING
PROJECTS

IMI currently funds 23 projects
with a combined budget of over
€450 million and covering drug
safety and efficacy, knowledge
management, and education &
training.

more ®

5TH CALL OPEN INFO DAY
- REGISTRATION OPEN

IMI will hold an Open Info Day
onits Sth Call for proposals @
in Brussels, Belgium on Monday
27 February.

Registration is now open.

The event will focus on the 5th
Call topic 'European Lead
Factory: Joint European
compound library and screening
centre’,

more ®

EDUCATION & TRAINING

IMI project SafeSciMET is
launching three new courses
relating to clinical safety.

More information on these and
other SafeSGMET courses, as
well as details of how to apply,
can be found on the
SafeSciMET website

Questions? E-mail us: Hugh.Laverty@imi.europa.eu

!

©cContact ®Newsletter @Links

k
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IMI NEWSFLASH
16/02/2012 : EU Health
Commissioner John Dalli praises
IMI in Financial Times article
http://t.co/40begSIT

16/02/2012 : Meet IMI at DIA

#EuroMeeting2012 in

Copenhagen - visit us at booth

233 or go to one of the sessions

featuring IMI: http://t.co
Y1oLk2yw

Follow us on Twitter @

PRESS RELEASES &
MEDIA
more @

NEWSLETTER

Subscribe to the IMI newsletter

NEW IMI FUNDING RULES
AND SIMPLIFIED
PROCEDURES

® See the press release
and factsheet A
Read the revised Grant

Agreement ®




THANK YOU !




