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Li sbon Strategy

Eur ope nost conpetitive & dynam c
know edge- based econony by 2010

Eur opean Technol ogy Pl atforns

st akehol ders under the | ead of industry
devel op Strategi c Research Agenda
addressi ng bottl enecks to conpetitiveness

7th Framewor k Programme for Research

Est abl i shnent of the Joint Undertakings
to i npl enment the Joint Technol ogy
Initiatives
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Joint Technology Initiatives

iny’

Long term public-private partnerships in
research at European | evel

Coordi nated research efforts responding to
| ndustry needs in fields of high industrial &

policy rel evance

To be i nplenented through new |l egal entities -
Joi nt Undert aki ngs
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COUNCI L REGULATION (EC) No 73/2008
of 20 Decenber 2007

setting up the Joint Undertaking for
the 1 npl enentation of the Joint
Technol ogy Initiative on

| nnovati ve Medi cl nes

Oficial Journal 04.02. 2008
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rz Bbjectives

e IM ains at renoving naj or bottl enecks I n drug
devel opnment, where research is the key

IM ains at accelerating the devel opnent of
safer and nore effective nedicines

*No new nedicines will be devel oped as such as
the focus shall be on the delivery of new tools,
net hods, technol ogi es, 1 nprove know edge
managenent, and support the training of

pr of essi onal s.
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éé Wiy I1s | M 1 nportant

iny’

e Hgh attrition rate 1 n the devel opnment of drugs
— 1 of 10. 000 conpounds nake it to the narket
— Success rate frompre-clinic to market still

bel ow 10%
— Even Iin Phase Il every second conpound fails
* Huge devel opnent costs for new nedici nes
—nore than 1 billion Euro

« Unnmet nedical needs in many di sease areas
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IM w || support ‘pre-conpetitive

phar maceutical research’, foll ow ng open and
conpetitive calls for project proposals, peer
revi ew eval uation and the conclusion of G ant

Agreenents and Project Agreenents.
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Expecgj outcomes

o 4

Moder ni sati on of the devel opnent process of
nmedi ci nes

| ncreased i nvestnents i n biopharnaceutical R&D
| n Eur ope

Enhanced European conpetitiveness & conpetitive
advant age for conpanies (including SMES, spin-
offs and start ups) by collaboration wth a
mul t1 tude of stakehol ders
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The call & evaluation process is tailor
nade to serve the objectives of IM

The IM [P policy is aligned wth the
objectives of IM - findings (Foreground)
nmust be wdely and readily available for
research into the discovery and devel opnent
of nedi ci nes

The I|M | P policy provides incentives for
all actors to participate (i.e. the
ownership interest, direct exploitation and
the fair return on I nvestnent nust be
preserved)

tﬂﬁﬁlllll
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@ @ The Research Focus of IM gpyys

Discovery Preclinical ranslational Clinical Pharmaco-
research develop. medicine develop. vigilance

* 4 4 44 4

Knowledge Manz&ement

Educatlon & Training

Predictive Predictive Identification Patient Validation of Benefit/Risk
pharmacology toxicology of biomarkers recruitment biomarkers assessment

with regulatory
) cricacy MR Sarety

authorities

efpia -
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IM First Call

publ i shed on April 30, 2008

18 topics based on IM’s Scientific Priorities
for 2008 / derived fromthe I|M Research

Agenda.
Areas not addressed in 2008 wll|l be addressed

| N consecuti ve calls.
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@@é IM Safety Pillar

(bj ectives : to inprove the predictivity of
Safety evaluation during the R&D process.

6 topics : iImunogenicity, non-genotoxic
carci nogenesis, in silico toxicity prediction,
saf ety bl omarkers & pharnmaco-vigil ance
met hodol ogi es.

Expected outcones : to inprove attrition rates
during early devel opnent and to strengthen the
evi dence base I n pharmaco-vigil ance.

tﬂﬁﬁlllll
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@W@ IM Efficacy Pillar

iny’

(bj ectives : to address bottl enecks related to
predi ctive pharnacol ogy, the identification and
val idation of biomarkers & patient recruitnent.

7/ topics : diabetes (Islet Cell, Surrogate Markers
for Vascul ar Endpoints), brain (Pain, Psychiatric
Di sorders, Neurodegenerative D sorders) &
respiratory (Severe Asthma, COPD) di sorders.

Expected outcones : to devel op ani mal nodels &
early predictive clinical endpoints, though
extensive transl ational nedici ne approaches

opia [N ]5



@éll\ﬂ Education & Tral ning

Pillar '7

(bj ectives : to bridge identified gaps wthin
education & training in support of the
nmedi ci nes devel opnment process

5 topics : establishnent of a European Medi ci nes
Research Trai ning Network, trailning programes
I n safety sciences, pharnmaceutical nedicine,
| nt egrat ed nedi ci ne & pharnaco-vi gi |l ance.

Expected outcones . to support the education and
training of current and future professionals
| nvol ved 1 n bionedi cal R&D

opia [N 16
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IM Call Process 1s Dfferent
fromthe FP7 Process

iny’

1. Research topics are approved by the I M
Governi ng Board (EFPI A and Eur opean
Comm ssion) based on proposals fromthe EFPIA
Research Directors G oup and after
consultation wwth M Menber State
Representatives & IM Scientific Commttee

2. A consortium of EFPIA conpanies is established
for each topic & a coordi nator proposed

efpia - 17
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6? Description of the Call

iny’

Topi cs

.Title
. Proj ect description
. Key del | verabl es

EFPI A conpani es participating in the project
Rol e of EFPI A conpanies in the project
Duration of the project

. Total 1n kind contribution fromthe EFPI A

conpani es

. Expectations fromthe Applicant consortium

opia [N w
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Call & Eval uati on Process

EXpressi on of
_ | nt er est
Appl i cant
consortia 1st  Peer Revi ew Stage 1
Invitation to Submt

Ful | Proposal

+ EFPI A Pr oposal St 5

consortia . age
2"d Peer Revi ew

1. Project Agreenent
2. Grant Agreenent

opia [N .

Contract Executi on




N Description of the
e’ o P

i

: Expression of | nterest

1. Scientific Case

1.
. Conposition of the Applicant Consortium (1/2 page per nenber)

2
3.
4

. Summary work plan (2 pages)

| nnovati ve approaches to neet the project objectives (2 pages)

Uni que features & conplenentarities of the Consortium (1 page)

2. Declaration of ethical issues (1/2 page)

3. Provi sional budget table

Esti mat ed cost per Consortium nenber & requested IM contribution

efpia

Wilten by the Applicant Consortium (W 1hout EFPIA)
| .e. academi a, SMES, regul ators, patients organi sations

21




@ > Descri ption of the

Ful | Project Proposal

iny’

e Full description of research activities, budget, ...

« WI| need a draft Project Agreenent before
subm ssi on
- I PR sharing agreed between all partners

e Expectation of high probability of success

Wiltten by the FUll Project Consorti um
EFPI A Consortium & the w nni ng Applicant Consortium

tﬂﬁﬁlllll
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uIe) for ParticipatNhon In
=TM Consoriia —

/

s Any entity carrying out work relevant to the
IM JU Iin a Menber State or country associ at ed
wth the 7th Framework Progranme

e Anyone el se wwth the agreenent of the IM JU
BUT

*Not all participating entities are eligible
for funding

tﬂﬁﬁll‘ll 23



\ Eligibility fo
M fundi ng\“

Eligible for funding Non-eligible for funding

— Academ a — EFPI A conpani es

— SMEs (EU definition) — Ot her conpani es not

— Patient Organisations falling within the EU

— Ot her non-for-profit |egal definition of SMEs
entities

oyia | .
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- 2 }I i gi bl e Consor

Consortia nust conpri se:

— At least 2 legal entities eligible to
recei ve funding

— At | east 2 research-based pharnaceuti cal
conpani es who are nenbers of EFPIA

— Al 4 entities nmust be I ndependent of each
ot her

opia [N .



e Act ual

el ncurred by the clal mant
el ncurred during the project

elncurred for work 1n a Menber State or
country associated wth FP7

elncurred for the achieving the objectives
of the project

epra - 26
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=« Total eligible costs

iny’

Direct Eligible
Cost s

| ndi rect Costs

max 20% of Direct
El1 gl ble Costs, excl.
subcontracti ng

These apply equally to all participants, who

recei ve fundi ng or

not ,

and to the EFPI A

participants to calculate their in-kind

contri buti on

tﬁﬁﬁnl!!l
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\Upper Fundi ng
=" Limts — ‘

For participants eligible for funding by I M

Research Activities Gt her Activities,
Maxi mum 75% of t ot al I ncl udi ng Managenent
eligible costs and Tralning Activities

Maxi mum 100% of t ot al
el 1 gible costs

opia [N .




€ o ¢ 2 Tentative tinmelines for

April 30th
'

First Call

i

May

June

July

August

Sept

October

Nov.

Dec.

January

February

Publication of Call

Submission period for Expressions of Interest

Evaluation Stage 1

Submission period for Full proposals

Evaluation Stage 2

Negotiation, signature of Grant Agreements,
first payments

efpia -
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