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Patient and pharma are hit by the same issues

[ Decreasing Ability/ }
willingness to pay
*Budget shortfalls

*Cost shifting

«Corporate cost cutting

ncreasing Drug «State/Federal budgets

Discovery/ Access/Affordability Market
Development Crisis Risk
Cost

*New technology

*Expanded coverage

eIncreasing chronic disease
incidence

*Aging demographics
*Changing practice patterns

[ Increasing demand }
for Healthcare

New approaches needed to keep innovation
flowing to the patient Pfizeg
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New approaches to develop innovation
flow to the patient

Pre-competitive consortia becoming more
common

New ways to partner with external science
developers in academia and biotech actively
sought

The Innovative Medicines Initiative key example
Joint Technology Initiative (JTI) under Framework 7

Fficer
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Innovative Medicines Initiative
IMI

* Biggest public-private partnership in

® the area of medical research

imy

. * Innovative collaboration established
2 billion Euro between the European Commission

and the European Federation of
Pharmaceutical Industries and

Associations (EFPIA) as a Joint
Technology Initiative under FP7

1 billion
Euro

Partnership

e The objective is to make the drug
discovery and development process
more efficient to bring better medicines
faster to patients, and to attract

Private iInvestment to Europe

Public

e Support / Funding of research
activities following open Calls and

in/"[? iIndependent review @




Financing of IMI Projects

U FP7 Budget

Cash €1 billion

€ Funding In kind €1 billion

U Ph tical
maceutce
HNONIGIN

Small
Medium
Enterprises




Innovative Medicines Initiative
Founding Members EC and EFPIA

efpia

UAH’“II‘E“ m QEWMF&ME sanof aventis

Il NOVARTIS
@\a llllllllllll ¢ Sdmwh
¥ =
% IPSEN noh B e ~— SERVIER
& fohmronafohmron
(+=) Bayer .
. b
Boehringer ﬂng
I”Il Ingelheim

| =K @ (8
Eéteve

Fficer

6



http://www.lundbeck.com/
http://www.solvay.com/

Key Engagement Stages

Strategic direction

'm' Implementation

Research




Key Engagement Stages

mi

Strategic direction

Implementation

Research




IMI Research Agenda

Predicting safety: this addresses bottlenecks related to accurately
evaluating the safety of a compound during the pre-clinical phase of
the development process, but also impacts the later phases in
clinical development.

Predicting efficacy: this addresses bottlenecks in the ability to
predict how a drug will interact in humans and how it may produce a
change in function.

Knowledge management: this addresses the more effective
utilisation of information and data for predicting safety and efficacy.

Education and training: this closes existing training gaps in the
drug development process.

4 Pillars of IMI
imy’ (Pfizer




Research Agenda

Discovery \\Preclinical \\Translational\\ Clinical
research develop. Develop

Pharmaco
vigilance

4+ 4 4&&
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Knowledge Mawement

Educatlon & Training

Predictive  Predictive Identification Patient Validation of Benefit/Risk

pharmacology toxicology of biomarkersrecruitmentbiomarkers

in/’!) - Efficacy - Safety

assessment

with regulatory

authorities

Fficer
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Key Engagement Stages

mi

Strategic direction

Implementation

Research

11




IMI Intellectual Property Policy

Collective participation in research and collective access to
the results

Ownership of IP vests with the institution(s) where it was
Invented

License to apply project IP to facilitate bringing new
medicines to market

Additional license to commercialise the IP itself may be
negotiated

Results must be made available to non-project participants
One year from project end, at the latest
Licences available to for fair and reasonable terms

iy’ < Jerer
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IMI Intellectual Property Policy

Freedom
to operate

Incentive to Dissemination
participate of information
Medicines et

C
Compensation Support for EU
for background Industry

iy’ < Jerer
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Key Engagement Stages

mi

Strategic direction

Implementation
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Contribution in First Calls

Pfizer Other

Call Number Contribution | Pharma EU
Call 3-eTOX Safety

Call5-SAFET Safety

Call 6 - PROTECT Safety

Call 9 - Europain Efficacy

Call 10 - NEWMEDS Efficacy

Call 12 - U-BIOPRED Efficacy

Call 13 - PROACTIVE Efficacy

Call 14 - EMTRAIN Training

Call 15 - SafeSci Met Training

Call 16 - Pharmatrain Training

Totals:

iny’
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IMI Stakeholder Partnherships

EFPIA Companies

* Problem statement
* Expectations for a solution
« Assessment of solution

Joint
Projects

iny’

Academia, SMEs,
Regulatory authorities,
Patient Organisations

| IMI Success * Proposed solution
Desirable Modernize the
« Scope development
* Approach of new
medicines

Doable
*» Methods
* Processes

IMI JU Scientific
Committee

+ Strategic oversight
* Update Research Agenda
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Hopes for FP8

Mechanisms to enable facile engagement with research
aligned with scientific or policy challenges

IMI took 5 years from inception to science getting off the
ground

Improved understanding to enable cross sector
collaboration

Work to be done to align the diverse strategic objectives of
multiple parties and EU

Improved ‘one stop shop’ advice at country level on
Framework opportunities
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Thanks for your attention!

collaboration
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