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Objective: Improving the health of European citizens and iasieg the competitiveness and
boosting the innovative capacity of European heathted industries and businesses, while
addressing global health issues including emergipglemics. Emphasis will be put on
translational research (translation of basic disc@s in clinical applications including
scientific validation of experimental results), tlievelopment and validation of new
therapies, methods for health promotion and preémenncluding promotion of child health,
healthy ageing, diagnostic tools and medical tekdgies, as well as sustainable and efficient
healthcare systems.

| CONTEXT

Approach for 2011

The work programme 2011 is to be published in A@¢0 for proposals to be selected in
2011. It aims to ensure complementarity with thevmus work programme and to
concentrate on specific activities within the budgg constraints. The estimated total budget
allocation for work programme 2011 is EUR ~640 (to be confirmed) drawing from
the 2011 budgét Section Il of this document describes the toficsvhich project proposals
can be submitted; sections Il and IV describe mhedalities for implementation of the
different call$ and other actions. The estimated budget breakdommwork programme 2011

is provided in section V. Priorities are basedlmntoverage of the specific programme, input
from all relevant stakeholders, such as Programmmrfittee members, advisory group,
learned societies, as well as major policy inti@s, including the European Research Area
(ERA), and the state of play regarding scientifiportunities and healthcare needs.

Strateqic framework and responding to EU policy negs

The Specific Programme for the Health theme isnaligwith the fundamental objectives of
EU research policy: improving the health of Eurape#dizens and increasing innovation and
competitiveness of European health-related indesstend services, as well as addressing
global health issues and the socio-economic dimensi health care.

Major efforts concentrating on small and mediumegnise (SME) topics in the work
programme (WP) for the 2011 call(s) for the Heatileme will contribute to the new
Commission's emphasis on "competitiveness for thiardé" including "boosting the new
sources of growth..." which "requires a strengtherohdurope's industrial base" (Barroso,
2009). Whereas, two very large pilot projects (with aximum of 30 million each) in the
fields of epigenomics and immunisation will bothntitbute to the “European innovation
economy” or “i-conomy” and contribute to the contma of the European Research Area
(ERA). Both, the SME orientation of the 2011 heattkearch work programme and the large
pilot projects represent an excellent potentialifioovation.

! Under the condition that the preliminary draft bet for 2011 is adopted without modifications by th
budgetary authority.
2 FP7-HEALTH-2011-single-stage; FP7-HEALTH-2011-tstage; FP7-ERANET-2011-RTD;

3 Political Guidelines for the New Commission, JB&rroso, 2009.
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Furthermore, with a major effort into clinical al$ in various fields and with the
concentration on brain-related diseases, diabatescancer by tackling also life style issues
and social determinants of health, the 2011 wodg@mme addresses major health-related
societal challenges. Finally, with a focus on amtimobial drug resistance and emerging
epidemics, the health theme continues to addresslghealth issues of utmost importance.

Research actions will continue to support EU e$fdd adapt off-patent medicines to the
needs of paediatric populations and to investigaeerse drug reactions at European level.
Efforts will continue to ensure coherence with theovative Medicines Initiative (IMI1)*°
priorities for 2010 and 2011 and complementaritigth the European and Developing
Countries Clinical Trials Programme (EDCTP)® to combat poverty-related diseases.

Key research challenges
The work programme health 2011 focuses on theuiatig several key research challenges:

How lifestyle affects health and how can this betipated

Lifestyle factors (nutrition, environment, stressjoking, alcohol and drug intake, exercise,
etc.) have a considerable, but not always well tstded, impact on a variety of health issues
of individuals. A coordinated effort is needed tohi@ve a better understanding of the
underlying causes, mechanisms and possible mitgdtactors or intervention for better

health.

* Brain-related diseasesincluding lifestyle-related health issueslin this areahe focus is
on lifestyle-related health problems such as agdicis well as other mental health issues
not yet covered by the previous calls such as césiyaudisorders in children. In the area
of neurodegenerative diseases, in particular Aimbes disease, a set of topics is foreseen
to complement the objectives and actions of thatJBrogramming initiative thereby
contributing to ERA objectives.

* Lifestyle determinants: diabetes, obesity and cardivascular diseaseslhe emphasis is
on clinical trials, prevention approaches, epidéogyp and controlled intervention.
Actions include research on life-style and/or tpergic approaches for diabetes;
controlled intervention trials on life-style chasgeand concomitant therapeutic
intervention on high-risk populations; epidemiolsi studies on paediatric obesity.
Coordination with Theme 2 ('KBBE') is foreseen ometutrition and disease
development. There could be a strong componenttefrnational cooperation, through
global approaches, on diabetes / obesity and dy ldarprogramming.

» Social determinants of health.The size scale, persistence and increase in tferahtes
in health of people living in different parts oktkU and between socially advantaged and
disadvantaged EU citizens represents a challengkeet&cU's commitment to solidarity
and equality of opportunity. Tackling health inelifies requires a coordinated response
across relevant policy areas, as reflected in thrar@ission Communication on Solidarity

* COUNCIL REGULATION (EC) No 73/2008 of 20 Decemt#007 setting up the Joint Undertaking for the
implementation of the Joint Technology Initiative imnovative Medicines

® http://imi.europa.eu/index_en.html

® European and Developing Countries Clinical TrRéstnerships
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in HealtH, and more intersectoral and interdisciplinary aese to support actions

addressing health inequalities taking into accalifierences in lifestyle. This approach
also applies to low and middle income countries nehibe challenges and the related
burden of disease are even greater.

Supporting clinical trial$ to verify safety and efficacy

Specific actions under clinical trials will havarajor European added value into translating
research to clinical practice, increasing therapeaptions for patients, stimulating the

implementation of best practices in all MS and éstablishing the basis for a coherent
programme addressing the issue of personalized cmediand improved therapeutic

outcomes. Currently the majority of clinical triagse being performed by health-related
industries during the development of novel prodscish as new pharmaceuticals. In addition
to these industry-driven studies, clinical trialgtiated by academic investigators are of high
relevance for public health.

This work programme lists several topics for clalidrials, most of which are for
investigator-driven clinical trials. In all casdsetaim is to strengthen clinical research in
Europe in a number of areas with unmet medical :i€Bapics for clinical trials can be found
in a number of areas of the work programme inclgdirain-related diseases, antimicrobial
drug resistance, cancer, cardiovascular diseasdxetds and obesity and off-patent medicines
for children.

In these areas where the focus is on investigateed clinical trials, it is considered that the
use of the definition of the typical phases oficlah trials in the context of the development of
new drugs (phase | to phase Ill — approval — paatkating or phase IV trials) is only of
limited utility. For example, clinical trials onfdéi-style interventions do not fit into the phase
definitions. Such trials may for example be fundethe topic 2.4.3-1.

Where drug interventions will be tested, dependinghe individual topic, it is expected that
most studies to be funded will be phase Il tridi)e intervention to be tested is used outside
its approved indication, or phase IV trials if thdervention is used within its marketing
authorisation. In particular, it is foreseen thatparative effectiveness trials (phase V) will
be funded in several topics. If evidence warrantattyanced clinical testing is already
available, phase lll trials can also be supporfed.topic 1.4-1 it is expected that phase | or Il
trials will be funded. The topic 4.2-1 "Off pateiiedicines for Children" specifically funds
phase Il clinical trials. In all cases the maximwawailable EU contribution needs to be
considered.

As no minimum or maximum duration for projects te funded under FP7 is foreseen,
applicants should properly evaluate the time neettedonclude their study, including
relatively short durations, such as 1-3 years, wiegmed appropriate; unnecessary addition
of participants to projects or inappropriate studiyration will play negatively in the
evaluation process. As for all FP7 projects, evolubf consortia is in principle possible.
However, no additional funding can be made avalathiring the implementation of a
project; major changes that cannot be peer revieaveddiscouraged, as the fact that the
original proposal was evaluated and selected bgxperts needs to be considered.

" Solidarity in Health - Reducing Health Inequaliiin the EU" (20th October 2009)
8 http://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/vol-10/
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The early involvement of patients and their advgagroups in the planning of a clinical trial
is considered important so that patients' needsappeopriately considered. This may also
increase the rate of enrolment of trial particisaahd can have a positive effect on the
performance of the clinical trial. All studies mustrefully consider the ethical and regulatory
framework for the conduct of clinical trials.

Increasing innovation and competitiveness of Eur@e health-related industries and
services

Tackling key health research challenges togeth#r thie major effort on SME patrticipation
will stimulate innovation, increase the participatiof SMEs in clinical trials, increase the
drive to development of new therapies, technologied drugs to marketable products, and
thus create a considerable European added valine iBuropean health research area. There
Is a strong need for research-intensive SMEs tocgzate in the Health theme to ensure that
new research and development (R&D) findings aredpnbto the market and to the bedside.

In order to attract SMEs patrticipation, both quiatitiely and qualitatively, a number of
special topics are included to provide more opputites for SMESs not only to participate, but
to take leading roles in projects. To ensure a nbotéom-up and innovative approach, the
topics are broadly defined and proposals will belested using the two-stage submission and
evaluation procedure. SMEs topics include: bioinmfatics tools, tools for structural
determination of proteins, targeting in-patient mees, medical technologies, synthetic
antibodies and rapid multi-analyte diagnostics. dddition SMEs are encouraged to
participate in all other topics, including clinidalals.

Two pilot actions for high impact research initiates (large-scale integrating research
projects, up to €30m)

» Epigenomics.This pilot action will be launched to integrate eml components, such as
epigenomic mapping in health and diseases, highugimput technology, diagnostic tools,
targeted interventions drug screening in the cordésomparative clinical trials. This
integrated research effort should contribute toeusihnding diseases and the impact of
lifestyle on health. It should also help integrgtiresearch and structure the ERA in a
global context on an unprecedented scale in thexgimg field of research.

* Immunisation strategies and applicationsThe aim is to apply advanced technologies to
the study of human immune responses under conditidnhealth and disease and to
develop improved immunisation strategies dependimghe pathological condition. This
new knowledge generated should lead to a ratiomalegy in immunisation. Different
ways of immunisation (systemic, local, mucosal) ngsidifferent platforms and
formulations will have pronounced effects on thie@fveness of new interventions.

Global health issues

The work programme also covers the complementaligypobjective of addressing specific
global health issues. For 2011 it is foreseen tmddfurther orantimicrobial resistanceand

continuing to addressmerging epidemics.In antimicrobial resistance the focus will be on
understanding of the evolution and the transfeanaibiotic resistance as well as antimicrobial
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drug resistance in Gram negative infections, depraknt of tools to control microbial
biofilms and developing multi-analyte diagnostiEsr emerging epidemics transmission and
immunology issues, as well as behavioural aspeses/ant to preparation for and action
during pandemics are also addressed in topicaofvbrk programme.

International Cooperation

International cooperation continues to be an irlegart of the Health theme with many
opportunities throughout the work programme to udel international cooperation partner
countries. In particular, in the area of diabetesisiderable expectation and need for a global
approach encompassing several regions of the vgodtl as the Mediterranean region, Sub-
Saharan Africa, Latin America, Asia, etc. is enwmsad.

SICA topics are particularly targeted for reseamtttivities in the areas of proteomics
(Russia), human genetics (EECA), infectious disegs@atin America and Asia), cancer
(India), diabetes/obesity (integrated initiativetwmultiple international partners), addressing
health inequalities, health systems, supportingé¢aésation of the Millennium Development
Goals (MDG). The area of comprehensive and intedratterventions and programmes to
improve reproductive health and health equity w# undertaken as well as a focus on
capacity building. Input from relevant INCO-Netshish have conducted Health specific
workshops, have been considered. Furthermore, qmoge level cooperation, where the
cooperating countries finance their own complementary projects, will be pursued in the
coming calls on common priorities with individuaduntries (such as Brazil, Russia, India,
Mexico and Australia). In recognition of the opeminf NIH® programmes to European
researchers, participants established inlthiged States of America are eligible to participate
and to be funded in the context of the topics diesdrin this work programme.

Cross thematic approach

Coordination with Theme 2 ('KBBE') is foreseen oetfutrition and diseases development.
There could be a strong component of internatienalperation, through global approaches,
on diabetes / obesity and on early life programming

Dissemination

An extensive set of actions stemming from the firsalls for proposals are ongoing. In 2011
complementary actions are foreseen with an emploaisislorisation of research results, as
well as the networking of major research instimsigoarticipating in the Health theme to
coordinate dissemination actions. Furthermore higalth promotion and disease prevention,
brokerage actions are foreseen to ensure a diesxdlation of research findings in this area to
the relevant users.

Complementarities with IMI

Complementarity and coherence with IMI priorities 2010 and 2011 will be pursued.

Theme specific information
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With regard to submission, evaluation and selegtimtedures both, single-stage as well as
two-stage submission and evaluation proceduresbgillsed in separate calls. The relevant
call is indicated for each topic in section Il ahé details for the procedures in separate call
fiches in section lll. It is particularly importathat applicants address the potential ethical
issues of their proposals, both in the proposedaodetiogy and the possible implications of
the results. The specific requirements for addnessthical issuésare described in the Guide
for Applicants (Annex 4, section 4).

The differences of gender/sex in research (riskofac biological mechanisms, causes,
clinical features, consequences and treatmentsgflades and disorders) must be considered
where appropriate.

Funding schemes The work programme 2011 is implemented througlaraye of funding
schemes. The forms of the grants to be used fovdheus funding schemes are described in
section Il and the guides for applicants. For eagiding scheme there are upper limits on
the requested EC contribution (see topic descnptosection Il and table 2 in section Il for
details).It is important to note that the upper funding limits will be applied as eligibility
criteria so that proposals that do not respect thidimit will be considered ineligible (see
section Ill implementation). Furthermore, proposals responding to a Specifierhattional
Cooperation Actions (SICA) topic must involve atgdé two participants from different
Member States or Associated States plus two frdfardnt International Cooperation Partner
Countries (ICPCY, see details in topic descriptions in section II.

For all funding schemes, there may be topics foickvimone of the proposals submitted to
this topic are of sufficient quality to be selected funding, as there will be competition not
only within topics but also between proposals sutemito different topics based on the
quality of the proposals.

It is important to note that once the basic conditins for eligibility are met — such as the
minimum number of participants (in most cases 3) othe ceiling for the maximum EU
contribution to the budget — it is entirely up to he applicants to decide on the number of
partners, the duration of the project or the finandal contribution requested from the
EU. The quality and feasibility of the proposed work wasll as the match between the
expertise of the consortium and the project goadssabject to the evaluation carried out by
independent experts.

Proposers are requested to strictly follow the pagdimitation instructions and a
minimum font size (of 11 point) as set out in the @Ede for Applicants. Proposals
extending beyond these limitations will not be ¢dered in the evaluation.

® http://cordis.europa.eu/fp7/ethics_en.html

19 with the exception of Brazil, China, India and Ras$or which the required two or more ICPC papaits
can be located in the same country but at least different participants must come from two differen
provinces, republics, states oblasts within BraZilina, India or Russia.
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I CONTENT OF CALLS

1. BIOTECHNOLOGY, GENERIC TOOLS AND MEDICAL TECHNOL OGIES FOR
HUMAN HEALTH

This activity aims at developing and validating tiecessary tools and technologies that will
make possible the production of new knowledge #ntranslation into practical applications
in the area of health and medicine.

1.1HIGH-THROUGHPUT RESEARCH

The objective is to catalyse progress in developiag research tools for modern biology
including fundamental genomics that will enhangmniicantly data generation and improve
data and specimen (bio-banks) standardisation,igitqn and analysis. The focus is on new
technologies for: sequencing; gene expression, tgeimg and phenotyping; structural and
functional genomics; bioinformatics and systemddgyg; other 'omics'.

Note: Depending on the topics listed below, applicantshave to follow the rules for single
or two-stage submission procedure (see also regpeetl fiche in section III).

HEALTH.2011.1.1-1: SME-targeted research for develping tools and technologies for
high-throughput research. FP7-HEALTH-2011-two stage Research should focus on the
development and improvement of high throughput aede tools and technologies. The
proposed activities should also take into accownality control aspects as appropridtimte:
Limits on the EC financial contribution apply. Tleeare implemented strictly as formal
eligibility criteria.

Funding scheme Collaborative Project (small or medium-scale fe research project
targeted to SMES).

EC contribution per project: Maximum EUR 6 000 000.
One or more proposals can be selected.

Expected impact: The development of new and improved tools andnelciyies will support
the competitiveness of Europe in the areas of "estniesearch and systems biology, and
their applications are expected to have an importerpact in medicine and in the
biotechnology industry (in particular for SME's).

Specific feature: SME-targeted researcis designed to encourage SME efforts towards
research and innovation. Priority will be given piooposals demonstrating that research
intensive SMEs play a leading role. The project ma led by SMEs with R&D capacities,
but the coordinator does not need to be an SME.ekpected project results should clearly
be of interest and potential benefit to SME(s). @&hsortia should aim at having 30-50 % of
the requested EC contribution budget going to Sk$bbcontracting is discouraged).

Additional selection criteria: SME-targeted Collaborative Projects will only l@ested for
funding on the condition that the requested EU rdoution going to SME(s) is 30% or more
of the total requested EC contributidrhis will be assessed during evaluation and checked
during negotiation. Proposals not fulfilling this riterion will not be funded
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HEALTH-2011-1.1-2: Genome-based biomarkers for paént stratification and
pharmacogenomic strategies. FP7-HEALTH-2011-two-stge. The objective of this SME-
driven research is to distinguish responders aratigerse responders from non-responders to
drugs that are already established treatmentsdhrthe identification and characterisation of
genome-based biomarkers. The research may focumdoits, children and/or the elderly
where appropriate. Ethical, social, legal and pmubiealth aspects, as well as health
technology assessments (health economics, cogttieffieess) have to be considered. The
research should lead to validated pharmacogenoneithads to predict response to drug
treatment, avoid chronicity, prevent relapse amllice adverse effects. Research should focus
on a disease where there is evidence of heterdgesfaiesponse to the existing drugs and a
significant burden of unmet neddote: Limits on the EC financial contribution apply. Hee
are implemented strictly as formal eligibility enta.

Funding scheme:Collaborative Project (small or medium scale f@&gs research project
targeted to SMES).

EC Contribution per project: Maximum EUR 6 000 000.
One or more proposals can be selected

Expected impact Encouraging research performed by the EuropearE Stewards
personalized medicine, and fostering industry-ragguy entities dialogue.

Specific feature: SME-targeted researcis designed to encourage SME efforts towards
research and innovation. Priority will be given piooposals demonstrating that research
intensive SMEs play a leading role. The project be led by SMEs with R&D capacities
but the coordinator does not need to be an SME.ekpected project results should clearly
be of interest and potential benefit to SME(s). @&hsortia should aim at having 30-50 % of
the requested EC contribution budget going to Sk8bbcontracting is discouraged).

Additional selection criteria: SME-targeted Collaborative Projects will only l@ested for
funding on the condition that the requested EU roution going to SME(s) is 30% or more
of the total requested EC contributidrhis will be assessed during evaluation and checked
during negotiation. Proposals not fulfilling this riterion will not be funded

HEALTH.2011.1.1-3: High-throughput proteomics for human health and disease. FP7-
HEALTH-2011-single-stage.The project should develop improved tools and tetdgies
for proteomics, addressing the challenges anddmattks in high-throughput data generation
and data analysis. The project results should Ipdicaple to studying proteins relevant to
human health and disease in differémtvivo andin vitro model systems (cells, tissues,
organisms). The cooperation with a complementatyréuproject(s) from Russia will be an
obligation, and a part of the budget should be astle for this cooperatiore.§. for
participation in meetings). SME participation iearagedNote: Limits on the EC financial
contribution apply. These are implemented striadyformal eligibility criteria.

Funding scheme:Collaborative Project (small or medium-scale fexlisesearch project).
EC contribution per project: Maximum EUR 3 000 000.
One or more proposals can be selected.
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Expected impact: The project will aim at strengthening the scieatdooperation between
the EU, FP7 associated countries (AC), and thetaesnof the EECA regions, in particular
Russia. The initiative will address important peahk in proteomics and should contribute to
structuring the participation of the respectiveeatific communities in large-scale proteomics
initiatives. The project will benefit from mutuak&ange of information, researchers and a
combination of efforts and thus will bring togetlserentists from participating countries. It is
expected that the Russian Federal Agency for Seiemd Innovations (FASI) will fund
complementary project(s) that will actively coogeraith the EC-funded project.

1.2DETECTION , DIAGNOSIS AND MONITORING
Closed in 2011

1.3SUITABILITY , SAFETY, EFFICACY OF THERAPIES
Closed in 2011

1.4INNOVATIVE THERAPEUTIC APPROACHES AND INTERVENTIONS

For this call for proposals, topics focus on regatiee medicine, protein scaffolds as
alternatives to antibodies and oligonucleotidesmumisation strategies and international
cooperation. Regenerative medicine aims to rest@rdéunction of diseased or injured tissues
and organs by cell transplantation or by the atibmaof endogenous cells. It also offers
possibilities for addressing complex problems ofageing population and has potential for
combating rising healthcare costs. It is a highugahew technology offering Europe
competitiveness and this opportunity is enhancedthigy recent adoption of a European
Regulation on advanced therapy medicinal products.

To meet the challenges and promise of regeneraie@icine, two topics for medium-sized

Collaborative Projects are presented. One condkanapy itself and aims to drive translation
of promising therapeutic approaches along the paghtw practical clinical use. The other

topic focuses on the tools and technologies reduice enable progress in regenerative
medicine. Substantial involvement of SMEs is aguarsite for both topics.

A second focus is to exploit progress in the dgwelent of innovative protein binding
scaffolds as alternatives to classical antibodres @igonucleotides. Substantial involvement
of SMEs is also required.

Immunisation is addressed through a high-impadiatnze that aims to apply advanced
technologies to the the development of new immiioisatrategies.

For international cooperation, a topic concernedhwherapy of chronic inflammatory
autoimmune diseases with participation of Braziteams is described.

Note: Depending on the topics listed below, applicantshave to follow the rules for single
or two-stage submission procedure (see also regpeetl fiche in section III).
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HEALTH.2011.1.4-1: Regenerative medicine clinicalrtals*’. FP7-HEALTH-2011-two-
stage. Research should aim to develop regenerative thesapnvolve SMEs and test
promising products or techniques in the clinic.cBiiit is intended to encourage regenerative
medicine as an approach, proposals may addregsistified disease or condition. Execution
of clinical/in-patient trials should represent anttael part of the project. To indicate real
promise, pre-clinical or early clinical results slibbe already available. Rigorous toxicology
studies should precede clinical trials. The biatagbasis of product mode of action should
already be known but may be further developed dutime project. Up-scaling, good
manufacturing practice (GMP) and regulatory workwdt be included as appropriate. It is
preferred that clinical work starts at an earlygstaf the project, in which case regulatory
affairs, including investigational medicinal produossier (IMPD) status should be indicated
in the proposal. Consortia should be constructethabresults can be exploited by clinical
and/or industrial sectors (especially SMEs) as @mpate.Note: Limits on the EC financial
contribution apply. These are implemented striayformal eligibility criteria.

Funding scheme:Collaborative Project (small or medium-scale fexlisesearch project).
EC contribution per project: Maximum EUR 6 000 000.
One or more proposals can be selected.

Expected impact: The main impact of this work will be the extentwdich regenerative
medicine is tested in the clinic and adopted incfica. Projects may target any justified
specific disease or condition but are requireditbthe establishment of the regenerative
approach to therapy. Research will be multidisnogaly and will boost the European
biotechnology industry, and in particular the SMégtsr; it should also address regulatory
iIssues as appropriate.

HEALTH.2011.1.4-2: Tools, technologies and devicef®r application in regenerative
medicine. FP7-HEALTH-2011-two-stage.This topic focuses on tools, technologies and
devices that enable the development of innovatgemerative therapies and their application
in the clinic. Projects should be directed towards the preparatietivery or follow-up of
regenerative medicine treatment; they should atddress scale-up, regulatory work and
clinical investigations as appropriate. Researcbukh be multidisciplinary and consortia
should be constructed so that results can be a&gldiy clinical and/or industrial sectors
(especially SMES) as appropriabdote: Limits on the EC financial contribution apply. Hee
are implemented strictly as formal eligibility enta.

Specific feature: SME-targeted researcis designed to encourage SME efforts towards
research and innovation. Priority will be given giooposals demonstrating that research
intensive SMEs play a leading role. The projectl be led by SMEs with R&D capacities
but the coordinator does not need to be an SME.ekpected project results should clearly
be of interest and potential benefit to SME(s). @&hsortia should aim at having 30-50 % of
the requested EC contribution budget going to Sk8bbcontracting is discouraged).

Y hitp://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/vol-10/
Please consult also the text for clinical trials provided in the introduction to this work programme on
page 6
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Additional selection criteria: SME-targeted Collaborative Projects will only ested for
funding on the condition that the requested EU moution going to SME(S) is 30% or more
of the total requested EC contributidrhis will be assessed during evaluation and checked
during negotiation. Proposals not fulfilling this mterion will not be funded

Funding scheme:Collaborative Project (small or medium-scale f@exlisesearch project).
EC contribution per project: Maximum EUR 6 000 000.
One or more proposals can be selected.

Expected impact: Projects should lead to new tools, technologiedeoices which will assist
the establishment of regenerative therapies irclingc. Projects should boost the European
biotechnology industry, especially the SME sector.

HEALTH.2011.1.4-3: Development and production of ne, high-affinity protein
scaffolds for therapeutic use. FP7-HEALTH-2011-twcstage. Research should focus on
the development and production of new high-affinitgn-immunoglobulin protein scaffolds
as an alternative to antibodies or oligonucleotid&®jects should aim at developing new,
efficient and safe therapies by combining high #jméty with stable production
characteristics. Projects should include preclinstadies, methods for scale-up and GMP as
appropriate, should combine academic, clinical amustrial expertise and implement a
translational approach towards clinical trials r{idal proof-of-concept and/or phase /i
clinical studies). A strong level of SME particimat is required and this will be considered in
the evaluation of the proposélote: Limits on the EC financial contribution apply. Heesare
implemented strictly as formal eligibility criteria

Funding scheme:Collaborative Project (small or medium-scale f@exlisesearch project).
EC contribution per project: Maximum EUR 6 000 000.
One or more proposals can be selected.

Expected impact: Projects will be judged on the basis of the advges$ displayed by the
new materials in relation to classical antibodie®lgyonucleotides. Successful projects will
demonstrate clinical proof of concept and safegytipularly lack of immunogenicity. Scale-
up and production methods should also be demoedtr&enefits for the SME sector will
also need to be displayed.

HEALTH.2011.1.4-4: High impact project for better immunisation. FP7-HEALTH-
2011-single-stageThe aim is to apply advanced technologies to stbdgnan immune
responses under conditions of health and diseame. Khowledge generated by the project
should be used to develop informed and rationatesgies and technologies with wide
potential applications for immune stimulation, orodmlation of immune responses,
depending on the pathological condition. Reseancllsl be targeted to prevention or cure of
infections but aspects of age-dependent immunessenee or gender specific responses may
also be addressed, to understand and inform targetaune modulation.

WARNING: This is a Commission internal working docuent, which will change until 14
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Major research questions, such as, molecular sigegt of immune protection, the

relationship between systemic and local immune aespes, and the interplay between
immune adaptive and innate mechanisms, should tegrated and research capacities be
harnessed to develop immunisation strategies aocings designed to elicit the specifically
desired human immune responses.

Dedicated project components should focus on:

- adjuvants and immune modulators, platforms ankivety technologies with improved
effectiveness and safety;

- routes of immunisation (systemic, local, mucosakhsdermal);

- efficacy- and longevity-enhancing immunisatiorhemes (prime boost approaches, age
related aspects of immune responses, specificttgrgeps);

- rational design of therapeutic vaccines.

The applications-orientated concept of the programimplies that technological,
methodological and clinical research componentsthef programme will determine the
research agendas followed by underpinning immunplagearch. This overall conceptual
orientation should be reflected in substantial exfidiential participation of industry active in
the area of vaccines and immune modulating produttsarticular, involvement of research
intensive SMEs is required.

A dedicated project component should aim to esthbdind implement European training
curricula for translational immunology and vaccogy research. Synergising with pertinent
existing training schemes and support structuresg®uraged.

The proposal should include a management struejpeopriate for the scope of the project.
The project should launch calls to add new subptejand/or partners in defined areas as
required. While building on the support given by @rtimum number of core institutions
participating in the project, the programme managanshould be sufficiently independent
from partner institutions in order to allow the gramme to develop its own momentum,
corporate identity and visibility. Careful considgon should be given to the governance of
the programme, with due involvement of externaleztipe and relevant stakeholders.

Note: Limits on the EC financial contribution apply. Heeare implemented strictly as formal
eligibility criteria.

Funding scheme:Collaborative Project (large-scale integratingig@ct

EC contribution per project: Maximum EUR 30.000.000

Only up to one proposal can be selected.

Expected impact: The project should lead to new interventions mathgathe human
immune responses to prevent, alleviate or cureadeselt should structure this area of
research in such a way that it favours enhancetbiéafoon by European industries. Longer-
term sustainability of the programme could alsodohieved. To this end elaboration of
appropriate interfaces for co-funding by other agesy including Member State and
Associated State national programmes could be arroajcome.

WARNING: This is a Commission internal working docuent, which will change until 15
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HEALTH.2011.1.4-5: New therapeutic approaches in aonic inflammatory and
autoimmune diseases. FP7-HEALTH-2011-single-stag®@rojects should aim to develop
innovative strategies to therapy based on appreacheh as small molecules, antibodies,
peptides or cells, where understanding of mechawoisaction has already been established.
Proposals should include validation in relevant-gineical models and, if possible, early
assessment in humans. The selected project shaydalese on the strong experience
available in Brazil and Europe in the fields of immmology and immunopathology.
Cooperation with related national and internatigerajects in Brazil should be ensured and a
part of the budget should be set aside for thipewation and for training activities. Industrial
participation is required and this will be conseltkin the evaluation of the proposhiote:
Limits on the EC financial contribution apply. Tleeare implemented strictly as formal
eligibility criteria.

Funding scheme:Collaborative Project (small or medium-scale fexlisesearch project).
EC contribution per project: max EUR 3 000 000.
One or more proposals can be selected.

Expected impact: Results are expected to lead to a much closerecatpn between
Member States and Associated Countries and Brhaih tis the case for traditional FP
projects. It is expected that the Brazilian autiesiwill issue a complementary call to finance
Brazilian projects in this field and that the EGhdied project will cooperate closely with
those and other related projects.

WARNING: This is a Commission internal working docwent, which will change until 16
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2. TRANSLATING RESEARCH FOR HUMAN HEALTH

This activity aims at increasing knowledge of bgtal processes and mechanisms involved
in normal health and in specific disease situatidodranspose this knowledge into clinical
applications including disease control and treatmand to ensure that clinical (including
epidemiological) data guide further research.

2.1 INTEGRATING BIOLOGICAL DATA AND PROCESSES : LARGE-SCALE DATA
GATHERING , SYSTEMS BIOLOGY

2.1.1 Large-scale data gathering

The objective is to use high-throughput technoledgie generate data for elucidating the
function of genes and gene products and theiraontems and control by epigenetic and other
mechanisms in complex networks in important biatagprocesses.

In the post-genome era the "-omic" technologiesaaheancing to the bedside. Personalized
medicine is taking advantage of the cutting edgemfes" technologies (genomics,
proteomics, structural biology, interactomics, rbetamics, pharmacogenomics) to enable
new approaches in diagnosis, drug developmentjratiddualized therapy. There is a need
to streamline the research in order to help undedstg and evaluating predisposition to
diseases still before the onset. The selected qgisojeill set up the necessary data resource
and technological platforms for developing persizeal medicine approachedNote:
Depending on the topics listed below, applicant ave to follow the rules for single or
two-stage submission procedure (see also respeailviiche in section Il1).

HEALTH.2011.2.1.1-1: High impact initiative on thehuman epigenome. FP7-HEALTH-
2011-two-stage.This research project should aim to characterigsehtliman epigenome in
human health and disease. This project should ssldieow histone modifications,
nucleosome positioning and remodelling, DNA methglg and small and non-coding RNAs
are governing the way in which the genomic infoliorais organized within the cell and how
these phenomena play a role in regulating geneesgjmn and in controlling specific cellular
functions in health and diseases. This large e8bduld involve several components under
the same management structure: data generatioearcks technology development,
networking and training to foster the competitiven®f European research on epigenetics.
The envisioned components are:

Generation of reference epigenome maps in health drdiseasesThis project component
should implement powerful and standardised highughput approaches to generate at least
100 reference human epigenomes in conditions retedeahuman health and diseases. This
large data gathering component should follow theerirational Human Epigenome
Consortium (IHEC) policies concerning data relemse accessibility.

WARNING: This is a Commission internal working docwent, which will change until 17
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Identification and validation of epigenetics makersin human disease(s).This project
component should address the epigenetic mechamisthe origin of human disease(s). The
important aspect of this action will be to demoaigtr causality between the epigenetic
changes and disease whether the mechanism is diredirect as an expression of genomic
alteration. Where relevant the influence of envinemtal and life style factors should be
considered. This component should also identify\ai@late important epigenetic markers of
human diseases that will open avenues for new dggn tools and for therapeutic
approaches.

High throughput technologies for epigenome mappingn health and diseasesThe project
component should catalyse the development of tdobmes that will accelerate high
throughput epigenome mapping. The project shouldredese substantially the cost of
epigenetic mapping thereby making these approadeasible for future clinical use.
Research-intensive SMEs involvement is required thos component and this will be
considered in the evaluation of the proposal.

Identification of new compounds interfering with the regulators of epigenetics profiles.
This research-intensive SME-based component stsmutsen for new compounds interfering
with the enzymes that are important regulatorspajenetic mechanisms.

Networking activities. The research activities should be linked togethemough a
networking component that should facilitate theaflof knowledge between basic research
and the more applied research component (technolbgyelopment and compounds
screening). The HIP will also develop an open-acaka management strategy to enable
data storage and dissemination. Thereby, the cmsoshould establish a common website
and database that will increase the visibility aglévance to the scientific community of this
important European effort.

Training and communication. This multi-component project should also implemanoint
training programme that will offer training oppanities across the spectrum of research
(from basic to applied research). Importantly, tpr®ject should implement an efficient
communication plan to the public and other stakedaa (scientific community, industry and
patient associations).

Note: Limits on the EC financial contribution apply. Heeare implemented strictly as formal
eligibility criteria.

Funding scheme:Collaborative Project (large-scale integrating pcb)
EC contribution per project: Maximum EUR 30 000 000
Only up to one proposal can be selected.

Expected impact: This project should aim at structuring Europeangepetic research.
Furthermore, this project should generate the talolgy, knowledge and know-how that
should increase Europe’s competitive position ipleing the vast amount of epigenome
data that will become available in the near futdieis project should deliver important new
high throughput technologies that will decrease ¢hest of epigenetic mapping and will
facilitate in the medium to long-term the introdoot of these approaches in a clinical
environment. The project should also deliver nemgounds that will modulate the activities
of important regulators of epigenetics mechanismshealth and diseases. These new
compounds would represent important tools for thwaracterisation of the epigenetic
mechanisms that are involved in diseases. Impdytaby its size and its networking
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component, this project should have a strong impadeEuropean Research Area in this fast
growing epigenetic research field and should all@searchers crossing the borders of
different disciplines in epigenetic research.

Finally, the training programme should allow prepgrthe next generation of scientists to be
ready to fully exploit the vast amount of data twdl soon be generated in human epigenome
research worldwide.

HEALTH.2011.2.1.1-2: Proteins and their interactiors in health and diseaseFP7-
HEALTH-2011-two-stage. The project should gather a large amount of datgpmteins
relevant to human health and disease and theiracttens in order to obtain an integrated
view of biological processes. The research propesay range from studying large multi-
protein machineries and their structure-functiolatrenships at cellular level to analysing
protein-protein interactions at the pathway levEhe time component should also be
considered. The computational and experimental chspay be combined as required to
achieve the project goals. New technological dgwelents may be encompassed as
necessary. The optimal public access and use afgtaterated within the project should be
ensured for the benefit of the broad scientific owmity. Active participation of research
intensive SMEs could lead to an increased impac¢hefresearch proposed and this will be
considered in the evaluation of the propos&ite: Limits on the EC financial contribution
apply. These are implemented strictly as formgjilglity criteria.

Funding scheme:Collaborative Project (large-scale integrating ot
EC contribution per project: Maximum EUR 12 000 000.
One or more proposals can be selected.

Expected impact: The project will aim at gathering, organizing aadalyzing data and
thereby integrating the communities in proteomigtgractomics, structural biology and cell
biology to provide the basis for global understagdof cellular processes. The project(s)
should help understand how important pathways agstesis function in order to facilitate
disease prevention, diagnosis and therapy. Theati project outcome will be building the
necessary knowledge base for personalised medicine.

HEALTH.2011.2.1.1-3: Large-scale genomics approackeo identify host determinants

of infectious diseases. FP7-HEALTH-2011-single-stag The project should aim at
identifying host genetic markers predicting susielity and severity for infectious diseases
utilising primarily large-scale biobanks and patielatabases and, when appropriate, well
established animal models for functional validatidhe focus will be on multidisciplinary
approaches bringing together areas such as highghput genomics, immunogenetics,
infectious diseases, microbiology, bioinformatiasd apublic health genomics. Research-
intensive SME patrticipation is highly encouraged #ms will be considered in the evaluation
of the proposalNote: Limits on the EC financial contribution apply. Tleeare implemented
strictly as formal eligibility criteria.

Funding scheme:Collaborative Project (large-scale integrating ecb).
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EC contribution per project: Maximum EUR 12 000 000.
Only up to one proposal can be selected.

Expected impact: This project should meet bio-medical research @idcal needs. The
genomic markers should have the potential for sylosat clinical validation and exploitation
in public health.

HEALTH.2011.2.1.1.-4: Population genetics studiesnocardio-metabolic disorders in
EU/AC and EECA populations. FP7-HEALTH-2011-singlestage.The aim of this project

is to study genetic predisposition to cardio-meliabdisorders, such as metabolic syndrome,
arterial thrombosis, type 1 and type 2 diabetepehgnsion, stroke and pregnancy-related
disorders in different EU/AC and EECA populationghe project should evaluate the
prevalence of gene variants in patients and cogtmips in various populations and compare
obtained results with clinical data. This will alloidentifying population/patient groups
which are at high risk for disease and complicai@md help in optimising therapeutic
approachesNote: Limits on the EC financial contribution apply. Tkeeare implemented
strictly as formal eligibility criteria.

Funding scheme:Specific International Cooperation Actiq®ICA), Collaborative Project
(small or medium-scale focused research project).

EC contribution per project: Maximum EUR 6 000 000.
Only up to one proposal can be selected.

Expected impact: This project is expected to lead to a much closeperation between the
EU/AC and EECA countries than is the case for tiadl FP projects, while helping
identifying genetic differences between various yapon that predispose to cardio-
metabolic diseases.

2.1.2 SYSTEMS BIOLOGY
Closed in 2011

2.2 RESEARCH ON THE BRAIN AND RELATED DISEASES , HUMAN DEVELOPMENT AND
AGEING

2.2.1 Brain and brain-related diseases

The objectives are to better understand the intedgrstructure and dynamics of the brain, and
to study brain diseases including relevant ageteélaliness €.g. dementia, Parkinson’s
disease) and search for new therapies. The fodubevio gain a global understanding of the
brain by exploring brain functions, from molecutescognition including neuroinformatics,
and brain dysfunction, from synaptic impairmenheurodegeneration. Research will address
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neurological and psychiatric diseases and disordectuding regenerative and restorative
therapeutic approaches.

Note: Depending on the topics listed below, applicantshave to follow the rules for single
or two-stage submission procedure (see also regpaall fiche in section Il1).

HEALTH-2011-2.2.1-1: Investigator-driven clinical trials**> for childhood-onset
neurodegenerative disease$:P7-HEALTH-2011-two-stage. Support will be provided to
clinical trials for primary neurodegenerative dsesthat develop during childhoaods up to

18 years of age. Human pharmacokinetics, pharmaewmdigs, efficacy and/or safety studies
should be included. In this work programme sevei@bics for investigator-driven,
multicentre, prospective, controlled clinical tsabare called for. The outcomes must be
relevant for patients and change clinical practritat studies and systematic reviews will not
be funded. Clinical trials must be appropriatelyvpeed to produce statistically significant
evidence. Gender aspects and differences relatag@éasubgroups should be appropriately
considered. The clinical trials to be supported tmhes registered in a publicly accessible
clinical trials registry. The applications must sater the relevant governance issues for
clinical trials such as good clinical practice armebpect of the appropriate international,
European and national legislation and guidelineatieRt advocacy groups, which can
contribute to the quality, feasibility and impadt dinical trials should be involved. The
involvement ofindustry, in particular research-intensive SMEdjighly encouraged and this
will be considered in the evaluation of the proposéote: Limits on the EC financial
contribution apply. These are implemented striayformal eligibility criteria.

Funding scheme:Collaborative Project (small or medium-sctdeused research project).
EC contribution per project: Maximum EUR 6 000 000.
One or more proposals can be selected.

Expected impact: The successful projects are expected to improweeicu therapeutic
strategies by providing concrete outcomes that leadear benefits for patients.

HEALTH-2011-2.2.1-2: Understanding the role of neuoinflammation in
neurodegenerative diseases. FP7-HEALTH-2011-two-gfa. An accumulating body of
evidence indicates an active role of neuroinflamomat not only in classical
neuroinflammatory diseases like multiple sclerodist also in the pathophysiology of
progressive neurodegenerative disorders such dseider's and Parkinson's disease. The
successful project(s) should elucidate the link wieen neuroinflammation and
neurodegeneration. The ultimate goal should beidbatification of viable targets for the
development of neurodegenerative disease therapeaitid/or the validation of protective
strategies for neurorand axons that may improve disease outconpatients. Inclusion of

12 hitp://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/vol-10/
Please consult also the text for clinical trials provided in the introduction to this work programme on
page 6
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early phase clinical trials to prove the benefitimmunomodulatory therapies will be
considered an asset. The participation of clinicahtres, research-intensive SMEs and
industry is highly encouraged and this will be ddased in the evaluation of the proposal.
Transmissible and infectious diseases causing mdlammmation are excludedNote: Limits

on the EC financial contribution apply. These amplemented strictly as formal eligibility
criteria.

Funding scheme:Collaborative Project (large scale integrating¢et).
EC contribution per project: Maximum EUR 12 000 000.
One or more proposals can be selected.

Expected impact: The funded projects will contribute to better urs@nding of brain
dysfunction, help structuring European researchresffand lead to a better management of
costly neuroinflammatory and subsequent neurodegbme diseases such as Alzheimer's
disease, Parkinson's disease and multiple sclemitisa potential to reduce healthcare costs
while improving the health of European citizens.

HEALTH-2011-2.2.1-3: Addictive and/or compulsive bbaviour in children and
adolescents: translating pre-clinical results intotherapies. HEALTH-2011-two-stage.
The projects should focus on one or more paediard adolescent neuropsychiatric
disorders characterized by addictive and/or connmildehaviour such as addiction,
obsessive compulsive disorders and tic disordaradtition to increasing our knowledge of
the pathogenesis and mechanisms of these disottiersuccessful project is expected to
have well-specified clinical relevance. To this epde-clinical studies in relevant animal
models and humans should be complemented by cstualies for evaluating and validating
of preventive and/or therapeutic strategies. Tlogepts funded should address inequalities by
gender, ethnicity and socioeconomic status. Thecgaation of research-intensive SMEs and
industry is highly encouraged and this will be ddased in the evaluation of the proposal.
Note: Limits on the EC financial contribution apply. Heeare implemented strictly as formal
eligibility criteria.

Funding scheme:Collaborative Project (Small or medium-sciileused research project).
EC contribution per project: Maximum EUR 6 000 000.
One or more proposals can be selected.

Expected impact: The identification of susceptibility factors foddictive and/or compulsive
behaviour in children and adolescents is essefuratargeted prevention and health care
management. Moreover, this will enable researchirsunderstand the underlying
mechanisms, translate their findings into new thies and ultimately decrease the onset of
these diseases to a significant degree or prelent.t

HEALTH-2011-2.2.1-4: Creating instruments for expermental therapy for paediatric
neurodegenerative disorders by clinical and molecal analysis. FP7-HEALTH-2011-
single-stage.
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Collaborative research should address one or nfdieemeurodegenerative diseases causing
childhood dementia such as mitochondrial disorceargno- and organic acid disorders, NCL
and leukodystrophies, which are important issuesciidd health in both Europe and India.
The project should undertake a multidisciplinarprach to study these diseases. It should
include aspects such as prevalence, quantitativecriggon of natural histories,
characterization of molecular basis and pathoplygjoin relevant models, and development
of new testing and screening methods applicabtegéavider community. The project should
take advantage of the diversity of clinical martf¢isns and genetic basis in different
population groups of Europe and India and shouid @i the prevention, early detection and
innovative therapies of these diseases. Activaguaation of research-intensive SMEs could
lead to an increased impact of the research prdpasé this will be considered in the
evaluation of the proposdNote: Limits on the EC financial contribution apply. Heeare
implemented strictly as formal eligibility criteria

Funding scheme:Collaborative Project (Small or medium-scidleused research project)
EC contribution per project: Maximum EUR 3 000 000.
One or more proposals can be selected.

Expected impact: The project is expected to contribute to the dpson of the natural
course and the clinical spectrum, prevention, eddtection and evaluation of innovative
therapies of paediatric neurodegenerative disegs&sirope and India, which might take
place through gene- and or enzyme-based theraady, detection and identification of high
risk populations. A close cooperation between Eerapd India is expected to result from the
projects. It is expected that the Indian Council Medical Research will issue a
complementary call to support Indian projects iis field and that the funded projects will
commence at the same time and will cooperate glo3dile cooperation may also include
joint meetings, exchange of scientists, technologysfer, etc.

HEALTH.2011.2.2.1-5: ERA-Net on disease-related neasciences. FP7-ERANET-2011-
RTD. This action should improve the linking and effitientegration and coordination of
national/regional programmes for disease-relatesiaseience research, building on previous
activities in this field. The action should includestrategy leading to the mutual opening of
national/regional programmes to the participantstarthe implementation of a series of joint
transnational calls, as well as activities aimetbatering the development of disease-related
neuroscience research programmes in non-particidentber States and Associated States.
Due consideration should be given to the enlargediean Research Area. In the research
area of neurodegenerative diseases, in particulgrefmer's disease, a Joint Programming
initiative has been initiated. The ERA-Net shouldrfprm work complementary to the
implementation of the Joint Programming initiative.

Funding scheme:Coordination and Support Action (Coordinating Aaij.
EC contribution per ERA-NET: Maximum EUR 2 000 000.
Only up to one proposal can be selected.

Expected impact: This action should deepen and extend the coordmaif European
research in disease-related neurosciences in teltplementary to the ones implemented by
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the Joint Programming initiative in the area of noelegenerative diseases, in particular
Alzheimer's disease.

2.2.2 Human development and ageing

Europe currently has the highest proportion of ojoleople in the world and is expected to
maintain this leading position for the next 50 year

Increase in longevity has not been accompaniechbgaease in disease-free life expectancy
and research into human development and ageimgléed among the important cross-cutting
issues for the Health programme in FP7. Researdhebasic mechanisms of development
and ageing is required to improve health and quafitiife during the life course through the
use of a wide variety of methodologies and toatseal at better understanding the processes
of life-long development and healthy ageing.

The focus will be on the study of human and modgstesns, including interactions with
factors such as environment, genetics, behaviofestyle and gender to gain a clear
understanding of the mechanisms that lead to thelolement of age-related disorders and
therefore of age-related therapi®&ote: Applicants under this area will have to follow the
rules for the two-stage submission procedure (seeraspective call fiche in section IlI).

HEALTH.2011.2.2.2-1: Investigator-driven clinical trials®® for therapeutic interventions

in the elderly populations. FP7-HEALTH-2011-two-st@e. Elderly people are susceptible
to a wide range of medical conditions, includingi#dimer’s and Parkinson’s disease, cancer,
cardiovascular disease, pulmonary diseases, musdidaases, bone diseases, endocrine
disorders and psychiatric disorders, which cannolte associated (co-morbidity). Thus, the
therapeutic armamentarium needs to be tailoredh&r tspecific needs and conditions.
Multicentre clinical trials should contribute togwide evidence for best practices in the use of
concomitant multi-therapy modal therapies in aredidpopulation The successful consortia
should include a sufficient number of patients frdiffierent age ranges and health status. In
this work programme several topics for investigatoven, multicentre, prospective,
controlled clinical trials are called for. Aspeckscomparative effectiveness research should
be included in the design of clinical trials. Thet@mes must be relevant for patients and
change clinical practice. Pilot studies and systemaviews will not be funded. Clinical
trials must be appropriately powered to producdissigally significant evidence. Gender
aspects should be appropriately considered. Thecali trials to be supported must be
registered in a publicly accessible clinical triedgjistry. The applications must consider the
relevant governance issues for clinical trials saslgood clinical practice and respect of the
appropriate international, European and natiorgiklation and guidelines. Patient advocacy
groups, which can contribute to the quality, fedisyband impact of clinical trials, should be
involved. The active participation of research-si®e SMESs is highly encouraged and this
will be considered in the evaluation of the propoddote: Limits on the EC financial
contribution apply. These are implemented striayformal eligibility criteria.

13 hitp://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/vol-10/
Please consult also the text for clinical trials provided in the introduction to this work programme on
page 6
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Funding scheme:Collaborative project (small or medium-scale faaiproject)
EC contribution per project: Maximum EUR 6 000 000
One or more proposals can be selected.

Expected impact: The funded projects will contribute to better mladl management of the
elderly with a potential to reduce healthcare cedigde ultimately improving healthy ageing
of European geriatric citizens.

HEALTH.2011.2.2.2-2: Linking human development andageing. FP7-HEALTH-2011-
two-stage. Knowledge of biological mechanisms occurring durthg early stages of life,
including pre- and perinatal phases, have provetheamportant for understanding and
potentially predicting changes occurring laterifa hnd affecting the health or disease status
during the entire life course of individuals. Resbashould aim at linking studies of early
developmental processes with those on longevityaayging, focussing on the identification
of genes and pathways that are relevant in botly el@velopment and adult life. Active
participation of research-intensive SMEs is a remuent and this will be considered in the
evaluation of the proposaNote: Limits on the EC financial contribution apply. Heeare
implemented strictly as formal eligibility criteria

Funding scheme:Collaborative Project (Small or medium-sciileused research project)
EC contribution per project: Maximum EUR 3.000.000
One or more proposals can be selected.

Expected impact: the successful projects will contribute to the enstending of human
biological variation across the lifespan in heatid disease by studying genes and pathways.
Ultimately this knowledge will be translated to tthetection of early deviations of health and
will be instrumental to allow intervention when@ndition is still reversible.

2.3 TRANSLATIONAL RESEARCH IN MAJOR INFECTIOUS DISEASES . TO CONFRONT
MAJOR THREATS TO PUBLIC HEALTH

2.3.1 Anti-microbial drug resistance

The strategic objective of this area is to confrtre increasing emergence and spread of
antimicrobial drug resistant pathogens in Européraad fronts and in a multi-disciplinary
approach through the development of effective imd@acprevention and control strategies.
Clinical trials of off-patent antibiotic will takmto account not only clinical outcome, but also
impact on resistance development. Focus on midradsalogy will allow for a better
understanding of the dynamics and evolution ofstasce traits and thereby open up for new
intervention opportunities. A multi-disciplinarytegrated effort will be made to address the
public health threat posed by Gram negative muligdresistant bacteria. SMEs will be
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mobilized to develop new technologies for diagrodests and for controlling biofilm
formation in the clinical environment.

Note: Depending on the topics listed below, applicantshave to follow the rules for single
or two-stage submission procedure (see also regpeetl fiche in section IlI).

HEALTH.2011.2.3.1-1 Investigator-driven clinical trials** of off-patent antibiotics. FP7-
HEALTH-2011-two-stage. Research should aim at defining optimal treatmegfinnens
(including drug choice, combinations, dosing, doraof therapy, PK/PD, individualisation)
of off-patent antimicrobial agents for therapy dfidult-to-treat infections caused by multi-
drug resistant bacterial pathogens in terms of mixng clinical benefit and minimising
selection of resistance. Research-intensive SMEcpaation is highly encouraged and this
will be considered in the evaluation of the propoddote: Limits on the EC financial
contribution apply. These are implemented striayformal eligibility criteria.

Funding scheme:Collaborative Project (small or medium-scale fexlisesearch project).
EC contribution per project: Maximum EUR 6 000 000.
One or more proposals can be selected.

Expected impact: This type of studies will allow for the identifitan of optimal treatment

regimens by off-patent antibiotics of infectionsusad by multi-drug resistant bacterial
pathogens, as well as an improved standardisatiosuch treatments. Not only clinical
outcome, but also impact on drug resistance withlen into account.

HEALTH.2011.2.3.1-2: Multi-disciplinary research on the evolution and transfer of
antibiotic resistance. FP7-HEALTH-2011-single-stage.Research should aim to study the
human microbiome with its vast number of bactesiacies that forms a reservoir in which
antibiotic resistance emerges in human pathogdmsrdsistance genes that are present in the
human microbiome need to be characterized, and theiential to transfer to other
pathogenic or non-pathogenic bacteria needs tonmsiigated. The dynamics and evolution
of the interaction between the resistant and neistant human microbiome over time needs
to be addressed using for instance metagenomicstloer state-of-the-art techniques.
Research should also aim to elucidate interactodribe (resistant) human microbiome with
environmental, animal and food reservoirs. Paithefeffort could be devoted to identifying
and characterizing novel zoonotic bacteria appgarin resistance reservoirs. The
characterization of the resistance reservoirs shquiovide deeper knowledge on the
evolution and transfer of resistance and estaltisthods that allow for the prediction of the
flow of genes and organisms between different emvirents and future resistance trends.
Research-intensive SME participation is highly emeged and this will be considered in the
evaluation of the proposaNote: Limits on the EC financial contribution apply. Heeare
implemented strictly as formal eligibility criteria

Funding scheme:Collaborative Project (large-scale integrating@ct.

4 hitp://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/vol-10/
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EC contribution per project: Maximum EUR 12 000 000.
Only up to one proposal can be selected.

Expected impact: This multidisciplinary research is likely to eluateé the relationship
between different reservoirs of resistant pathagéacteria and thereby open up avenues for
novel intervention approaches.

HEALTH.2011.2.3.1-3 Management of Gram negative mtitdrug resistant infections.
FP7-HEALTH-2011-single-stage Research should focus on innovative methods airhed a
better control of Gram negative multi-drug resistafections both in health-care settings as
well as in the community. Hospital- and communigsed intervention studies will be
performed; the link to carriage and colonizatiognamics of transmission, and the clinical
impact of measures to decrease the burden ofaatsrains will be addressed. Research will
include evaluation of rapid tests for reliable détsn of Gram negative multi-drug resistant
infections, including clonal identification and igsnce in order to direct empiric therapy and
infection control measures. Observational studmesilsl be carried out to understand the role
of gastro-intestinal carriage in causing infectéord in resistance gene transfer among Gram-
negative organisms. Research will also includewatan of population-based interventions
to control the spread of Gram-negative multi-dragistant organisms in the community and
hospital settings, including new decolonization rapghes, test of efficacy of different
decolonization regimens in clinical trials, ecologiyd evolution of resistance in the gastro-
intestinal tract including measures to preserve dghé flora and prevent the spread of
resistance. Research will also determine optinedttnent regimens for common infectious
disease conditions (e.g. urinary tract infectiongpital-acquired infections). Mathematical
models of the within-host interaction between theltmresistant and non-resistant Gram
negative bacterial microbiome and their dynamiod ewolution will be established, as well
as models allowing the prediction of future sprasming different macro-epidemiologic
scenarios. Active participation of research inteassMEs could lead to an increased impact
of the research proposed, and this will be conei@r the evaluation of the proposidbte:
Limits on the EC financial contribution apply. Tleeare implemented strictly as formal
eligibility criteria.

Funding scheme:Collaborative Project (large-scale integratingig@ct).
EC contribution per project: Maximum EUR 12 000 000.
Only up to one proposal can be selected.

Expected impact: This research is likely to improve the managemanGram negative
multi-drug resistant infections in the communityvead| as in health-care settings.

HEALTH.2011.2.3.1-4 Development of multi-analyte dignostic tests. FP7-HEALTH-
2011-two-stage.

Research should aim to develop novel diagnostitstddanaging the problem of bacterial
resistance relies on a fast identification of tasis pathogens in a clinical setting. The vast
numbers of pathogenic bacteria that can contaiari@ty of resistance mechanisms stress the
need for multi-analyte diagnostic tests that arst fand reliable. Tests should aim to
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distinguish bacteria from viruses, should detectkexa for severity of infection and identify
resistance/susceptibility patterns. The availgbibf robust diagnostic tests is required to
allow for an evidence-based system of antibiotgistance management. The development of
such diagnostic tools and their introduction imidal settings should be aimed for, with the
ultimate goal to tailor antibiotic prescription ttee individual patientNote: Limits on the EC
financial contribution apply. These are implemerg#&dttly as formal eligibility criteria.

Specific feature: SME-targeted researcis designed to encourage SME efforts towards
research and innovation. Priority will be given gooposals demonstrating that research
intensive SMEs play a leading role. The projectt ma led by SMEs with R&D capacities,
but the coordinator does not need to be an SME.ekpected project results should clearly
be of interest and potential benefit to SME(s). @&hsortia should aim at having 30-50 % of
the requested EC contribution budget going to SKdEbcontracting is discouraged).

Additional selection criteria: SME-targeted Collaborative Projects will only ested for
funding on the condition that the requested EU moution going to SME(s) is 30% or more
of the total requested EC contributidrhis will be assessed during evaluation and checked
during negotiation. Proposals not fulfilling this mterion will not be funded

Funding scheme: Collaborative Project (small or medium-scale SMitused research
project).

EC contribution per project: Maximum. EUR 3 000 000.
One or more proposals can be selected.

Expected impact: The availability of multi-analyte diagnostic testdl allow for antibiotic
prescription that takes both the type of (resigtariection of the patient, and the presence of
resistant pathogens in the clinical setting intcoamt.

HEALTH.2011.2.3.1-5 Development of tools to contraiicrobial biofilms with relevance

to clinical drug resistance. FP7-HEALTH-2011-two-shge. Research should aim at the
development of tools to control biofilm formatiohhe formation of biofilms of pathogenic
bacteria and fungi impacts sensitivity and resstato antibacterial and antifungal drugs and
therefore represents a clinical problem. Novel dabiat allow disrupting biofilm formation
and decrease infection rates would be useful. Sooks aimed at controlling biofilm
formation should allow developing strategies aimetmproving patient managemenhlote:
Limits on the EC financial contribution apply. Tleeare implemented strictly as formal
eligibility criteria.

Specific feature: SME-targeted researcis designed to encourage SME efforts towards
research and innovation. Priority will be given piooposals demonstrating that research
intensive SMEs play a leading role. The project ma led by SMEs with R&D capacities,
but the coordinator does not need to be an SME.ekpected project results should clearly
be of interest and potential benefit to SME(s). @&hsortia should aim at having 30-50 % of
the requested EC contribution budget going to Sk8bbcontracting is discouraged).

Additional selection criteria: SME-targeted Collaborative Projects will only ested for
funding on the condition that the requested EU moution going to SME(s) is 30% or more
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of the total requested EC contributidrhis will be assessed during evaluation and checked
during negotiation. Proposals not fulfilling this mterion will not be funded

Funding scheme: Collaborative Project (small or medium-scale SMieused research
project).

EC contribution per project: Maximum EUR 3 000 000
One or more proposals can be selected

Expected impact: The availability of tools to control biofilm fornian will allow for a better
management of infections caused by pathogenic tiaeted fungi.

2.3.2 HIV/AIDS, malaria and tuberculosis
Closed in 2011

2.3.3 Potentially new and re-emerging epidemics

The focus will be on confronting emerging pathogetts pandemic potential. The results of
research in this area will integrate European s$ifierexcellence and make Europe better
prepared for emerging epidemics. Understandingthelal factors needed for the influenza
and other serious zoonotic viruses to cross theispbarrier as well as spread from human to
human is a fundamental element for developmentedf control strategies and in pandemic
preparedness planning. A comprehensive effort omgDe fever will take stock of Europe's
research competence to develop new control meaagagast this scourge, which is on the
rise largely due to climate change. Finally, theO20influenza H1N1 pandemic has
demonstrated a general underestimation of the foeevidence based communication tools.

Note: Depending on the topics listed below, applicantshave to follow the rules for single
or two-stage submission procedure (see also regpeaetl fiche in section III).

HEALTH.2011.2.3.3-1: Identification of factors promoting the emergence of viruses and
bacteria with human pandemic potential from pathogeas with a zoonotic background
and related prevention strategies. FP7-HEALTH-20131single-stage.Cross-disciplinary
research should aim to identify the factors thatlex various zoonotic pathogens with human
pandemic potential prone to cross the speciesdvaamnd further to gain human-human
transmissibility. Research should focus on pathmign infectivity and transmissibility and
take into account both pathogen and host factoravels as ecological factors in the
human/animal interface. Research could addresseimfla, but could also involve other
zoonotic pathogens. The project should bring togretihe veterinary and human field, should
establish pathogen information sharing platformsl amould include a strong training
component to foster cross-disciplinary knowledgethe field. Note: Limits on the EC
financial contribution apply. These are implemerggttly as formal eligibility criteria.

Funding scheme:Collaborative Project (large-scale integratingigct).
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EC contribution per project: Maximum EUR 12 000 000.
Only up to one proposal can be selected.

Expected impact: Research will have to contribute to a better untdading of the
emergence and transmission of pathogens with paodetential and improve preparedness
planning, in particular modelling and predictionytbalso development of appropriate
intervention measures.

HEALTH.2011.2.3.3-2 Comprehensive control of Dengutever under changing climatic
conditions. FP7-HEALTH-2011-single-stage.

Research may includienovative tools for clinical management, incluglibetter diagnosis,
and the development of evidence based preventigeination and treatment, surveillance
and prediction of the spread of the Dengue fevepreviously uninfected regions in the
context of climate change. The risk of dengue aakrin Europe will be assessed. Research
may include the prevention of spread to previousiinfected regions, as well as studies on
the underlying pathogenesis with respect to viral &ost factors that can predict disease
severity and lay the ground for further developnadniew vaccines, antiviral compounds and
more targeted treatment schemes. An added valtleeievaluation process will be given if
projects include partners from both SICA targetarg, including research-intensive SMEs.
Note: Limits on the EC financial contribution apply. Heeare implemented strictly as formal
eligibility criteria.

Funding scheme:Specific International Cooperation ActioBICA), Collaborative Project
(small or medium-scale focused research projeatget regions: Latin America and Asia).

EC contribution per project: Maximum EUR 6 000 000.
One or more proposals can be selected.

Expected impact: Better tools, and the use thereof, for improved mahensive control of
Dengue fever at a global level.

HEALTH.2011.2.3.3-3: Development of an evidence-bed behavioural and
communication package to respond to major epidemioutbreaks. FP7-HEALTH-2011-
two-stage Research should focus on behavioural research hexwd human behaviour
influences disease transmission, vaccine acceptamgdeantiviral therapy acceptance in the
general population in a crisis situation. Reseasiobuld focus on developing appropriate
communication methods, especially regarding coradit messages and advice based on
uncertainties, a changing epidemiological pictund aformation gaps. Particular attention
should be paid to addressing knowledge and atstudevards vaccination for a better
understanding of the level of risk people wouldeptcwhen vaccinated in relation to the
perceived risk of disease. The project should agveaind test strategies to support vaccine
uptake with special focus on hew communicationtegias for health professionals/agencies
to engage in vaccine-resistant groups. The objeasivo set up an integrated research project
involving social sciences, behavioural sciencesnroanication, media expertise and civil
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society.Note: Limits on the EC financial contribution apply. Heeare implemented strictly
as formal eligibility criteria.

Funding scheme:Collaborative Project (small or medium-scale f@exlisesearch project).
EC contribution per project: Maximum EUR 3 000 000.
Only up to one proposal can be selected

Expected impact: It is expected that this research will develop camiwation tools where
the received message more closely corresponde torigiinal intention.

2.3.4 Neglected infectious diseases
Closed in 2011

2.4 TRANSLATIONAL RESEARCH IN OTHER MAJOR DISEASES

2.4.1 Cancer

With an estimated 3.2 million new cases and 1.Tionildeaths each year, cancer remains an
important public health problem in Europe for cangatients, their family as well as health

care systems across Europe. With the ageing oEtinepean population these numbers are
predicted to steadily increase. Research in thigyarea will focus on disease aetiology,

identification and validation of drug targets anevention, early diagnosis and treatment
biomarkers as well as on assessment of preverdiggnostic, prognostic, and therapeutic

interventions. In the long term, this area will trdsute to reducing cancer incidence and
mortality and to improving quality-of-life and caneth fewer side-effects to patients.

Note: Depending on the topics listed below, applicantshave to follow the rules for single
or two-stage submission procedure (see also regpaall fiche in section 1l1).

HEALTH.2011. 2.4.1-1: Investigator-driven, treatmert trials*® for rare cancers. FP7-
HEALTH-2011-two-stage.

Research must focus on either solid or haematabgare cancers which are defined as
cancers affecting not more than five in ten thodsparsons in the European Union. The
successful consortium will perform multicentre adad trials aiming at the validation of novel

therapeutic strategies, including targeted themapiehich improve patient survival. The

project should focus on radiotherapy, chemotherapygery, gene therapy, cell therapy or
immunotherapy, or any combination of those. Théofaihg requirements and exclusions
apply: endpoints, entry and exclusion criteria mhestclearly describedClinical studies into

!5 hitp://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/vol-10/
Please consult also the text for clinical trials provided in the introduction to this work programme on
page 6
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off-patent medicinal products under the paediatric use marketing authorisation (PUMA)
initiative and into devices are excluded. The outcome of the research should be relevant for
patients and lead to change in clinical practidai€al trials must be appropriately powered
to produce robust evidence and a biostatisticiastnin@ part of the consortium. Gender
aspects and differences related to age groupsdaheuhppropriately considered. The clinical
trials to be supported must be registered in aiplybhccessible clinical trials registry and
their results published in peer reviewed journ@itse applications must consider the relevant
governance issues for clinical trials such as gaobdical practice and respect of the
appropriate international, European and natiorgiklation and guidelines. Patient advocacy
groups, which can contribute to the quality, fedisyband impact of clinical trials, should be
involved. The active participation of SMEs coulddeto an increased impact of the research
proposed and this will be considered in the evadunaif the proposaNote: Limits on the EC
financial contribution apply. These are implemerggttly as formal eligibility criteria.

Funding scheme:Collaborative Project (small or medium-scale foclisesearch project).
EC contribution per project: Maximum EUR 6 000 000.
One or more proposals can be selected.

Impact: The results of research in this area will ultimateénefit patient survival, integrate
investigator-driven, clinical research networksrare cancers as well as structure European
scientific excellence and competitiveness on rareers.

HEALTH.2011.2.4.1-2: Translational research on carers with poor prognosis. FP7-
HEALTH-2011-two-stage. Collaborativeresearch must either focus on stomach cancer,
ovary cancer, brain cancer or multiple myeloma. Bhecessful consortium will reverse-
translate clinical observations concerning treatnfaiure into innovative cancer models
closely mimicking the disease, while validating teettherapeutic strategies that increase
patient survival. Consortia must include clinicalpertise to guarantee a clinical proof-of-
principle. Active participation of research intersiSMEs could lead to an increased impact
of the research proposed and this will be constlereéhe evaluation of the proposalote:
Limits on the EC financial contribution apply. Tleeare implemented strictly as formal
eligibility criteria.

Funding scheme:Collaborative Project (Small or medium-scideused research project).
EC contribution per project: max EUR 3 000 000.
One or more proposals can be selected.

Expected impact: The results of research in this area will contigbto ultimately reducing
patient mortality for a number of difficult-to-tre@ancers with dismal survival rates and
integrate basic-clinical European scientific exeede.

HEALTH.2011.2.4.1-3: Epidemiology and aetiology oinfection-related cancers. FP7-
HEALTH-2011-single-stage. Collaborative research should address one or mbrtheo
prevalent infectious agents that cause cancersagdrnpublic health importance in India as
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well as Europe, such as humaoapilloma virus, hepatitis B and C viruses, and/or
Helicobacter pylori. The project must integrate different discipliretevant to study both
infection and cancer and include aspects such aesal@nce of infection in different
population groups, determinants of infection, cae and re-infection, environmental
cofactors in the carcinogenic process, mechanisisiniection-related cancers, and
development of new testing and screening methog8icaple to the wider community. In
addition, the project must take advantage of therdity of risk factors, cofactors and cancer
incidence in different population groups of Eur@wel India. The project should focus on the
prevention and early detection of infection-relatashcers in Europe and India, addressing
both established and putative associations betvgfectious agents and cancers. Active
participation of research-intensive SMEs could léadn increased impact of the research
proposed and this will be considered in the evadnatf the proposaNote: Limits on the EC
financial contribution apply. These are implemerggttly as formal eligibility criteria.

Funding scheme:Collaborative Project (small or medium-scale foclisesearch project).
EC contribution per project: Maximum EUR 3 000 000.
One or more proposals can be selected.

Expected impact: The results of research in this area will contigbto the prevention and
early detection of infection-related cancers indpa and India, which might take place
through vaccination, early detection and identtfma of high-risk populations. A close
cooperation between Europe and India is expecteddalt from the projects. It is expected
that the Indian Council of Medical Research widlue a complementary call to support Indian
projects in this field and that the funded projeestd commence at the same time and will
cooperate closely. The cooperation may also incjaok meetings, workshops, exchange of
scientists, technology transfer, etc.

2.4.2 Cardiovascular diseases

Cardiovascular diseases (CVD) remain the numbercanse of death worldwide. The huge
social and economic burden of CVD morbidity becoraaseven bigger challenge as the
European population ages. Despite the progressediaal science of the past few decades,
the management of many CVD have not been suffigiemplored and will need to produce

further improvements. Therefore, the focus of thiea in the current programme is on
prevention and treatment strategies relevant t@vieeyday reality of clinical practice.

Note: applicants under this area will have to follow thdes for two-stage submission
procedure (see also respective call fiche in sedtlp

HEALTH.2011. 2.4.2-1: Investigator-driven clinical trials®® for the management of
cardiovascular diseases. FP7-HEALTH-2011-two-stagd&kesearch should aim to address
insufficiently explored aspects of cardiovasculasedse management, including novel

'8 hitp://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/vol-10/
Please consult also the text for clinical trials provided in the introduction to this work programme on
page 6
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treatments for stroke. Multicentre, controlled, eiventional, treatment trials will be
supported. Novelty, main research questions/hygeth@nd study endpoints must be well
described to allow definitive results being tratedainto clinical cardiovascular practice. In
this work programme several topics for investigatoven, multicentre, prospective,
controlled clinical trials are called for. Aspedicomparative effectiveness research should
be included in the design of clinicalals. The outcomes must be relevant for patients and
change clinical practicéilot studies and systematic reviews will not be funded. Clinical trials
must be appropriately powered to produce statitis@gnificant evidence. Gender aspects
and differences related to age groups should beoppgately considered. The clinical trials to
be supported must be registered in a publicly adoles clinical trials registry. The
applications must consider the relevant governassees for clinical trials such as good
clinical practice and respect of the appropriaterimational, European and national legislation
and guidelines. Patient advocacy groups, whichooatribute to the quality, feasibility and
impact of clinical trials, should be involved. Taetive participation of SMEs could lead to an
increased impact of the research proposed andavttibe considered in the evaluation of the
proposalNote: Limits on the EC financial contribution apply. Heeare implemented strictly
as formal eligibility criteria.

Funding scheme:Collaborative project (large-scale integratingject.
EC contribution per project: Maximum EUR 12 000 000.
One or more proposals can be selected.

Expected impact: These projects are expected to provide tangibieoone and new evidence
for recommendations to be used in the managemddelmes of specific cardiovascular
diseases and to demonstrate clear benefits forichdil patients, doctors and society at large.

HEALTH.2011.2.4.2-2: Evaluation and validation studes of clinically useful biomarkers

in prevention and management of cardiovascular disses. FP7-HEALTH-2011-two-
stage. Existing and emergindpiomarkers and related mechanisms should be ezgldd
improve identification, risk assessment, clinicatidion making and clinical outcome. Cost
effectiveness, safety, validity and incremental dfgrover existing risk prediction methods
and life style determinants of investigated bioneaskmust be demonstrated. The impact of
biomarkers on cardiovascular disease risk predictiti need to be assessed across different
European populations as they have different lifestye.g. dietary patterns) and varying
biomarker levels. Multidisciplinary research cosomust use state-of-the-art translational
research, epidemiological and diagnostic technol@gych as imaging technology) and
knowledge.Note: Limits on the EC financial contribution apply. Heeare implemented
strictly as formal eligibility criteria.

Specific feature: SME-targeted researcis designed to encourage SME efforts towards
research and innovation. Priority will be given gooposals demonstrating that research
intensive SMEs play a leading role. The projectt ma led by SMEs with R&D capacities,
but the coordinator does not need to be an SME.ekpected project results should clearly
be of interest and potential benefit to SME(s). @&hsortia should aim at having 30-50 % of
the requested EC contribution budget going to SKéEbcontracting is discouraged).
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Additional selection criteria: SME-targeted Collaborative Projects will only ested for
funding on the condition that the requested EU moution going to SME(S) is 30% or more
of the total requested EC contributidrhis will be assessed during evaluation and checked
during negotiation. Proposals not fulfilling this mterion will not be funded

Funding scheme:Collaborative Project (small or medium-scale f@exlisesearch project).
EC contribution per project: Maximum EUR 6 000 000.
One or more proposals can be selected.

Expected impact: Assessment of cardiovascular risk in individuascomplementary to
public health activities that aim to reducing theemll population risk of cardiovascular
disease by promoting a healthy lifestyle (diet,reise, avoidance of smoking). The results of
research should lead to improved cardiovasculde peediction and contribute to the
development of personalised and predictive medicine

2.4.3 Diabetes and obesity

The focus will be on aetiologies of the differeypes of diabetes, and their related prevention
and treatment. For the latter, the focus will be moultidisciplinary approaches including
genetics, life style and epidemiology. For bothbéigs and obesity, special attention will be
given to juvenile diseases and factors operatinthildhood. It is expected that the following
topics will contribute not only to research breaftighs in the diabetes/obesity treatments but
also in prevention and treatment of complicaticbensidering the heavy toll taken on life
expectancy of these diseases, particular attestionld be given to paediatric aspects, when
ever possible. Healthy life styles being a pre-rgitpito any stabilisation of escalating costs
of diabetes/obesity, projects should also examiow their results will contribute to the
societal issues linked to the diseases.

Note: Depending on the topics listed below, applicantshave to follow the rules for single
or two-stage submission procedure (see also regpaall fiche in section IlI).

HEALTH.2011.2.4.3-1: Investigator-driven clinical tials’’ to reduce diabetes
complications. FP7-HEALTH-2011-two-stage.The successful consortium will perform
multicentre, clinical trials in order to establigte best regimen to reduce as early as possible
diabetes complications of neurodegenerative, miaseular, immunological, and/or hepatic
origin. In this work programme several topics fanvastigator-driven, multicentre,
prospective, controlled clinical trials are calléal. Aspects of comparative effectiveness
research should be included in the design of dintdals Psychological factors can be
considered. The outcomes must be relevant for rgatiand change clinical practice. Pilot

7 hitp://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/vol-10/
Please consult also the text for clinical trials provided in the introduction to this work programme on
page 6
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studies and systematic reviews will not be fund€tinical trials must be appropriately
powered to produce statistically significant evidenGender aspects and differences related
to age groups should be appropriately considerbd.clinical trials to be supported must be
registered in a publicly accessible clinical triedgjistry. The applications must consider the
relevant governance issues for clinical trials saslgood clinical practice and respect of the
appropriate international, European and natiorgiklation and guidelines. Patient advocacy
groups, which can contribute to the quality, fedisyband impact of clinical trials, should be
involved. The active participation of SMEs coulddeto an increased impact of the research
proposed and this will be considered in the evadnaif the proposaNote: Limits on the EC
financial contribution apply. These are implemerg#attly as formal eligibility criteria.

Funding scheme:Collaborative project (small or medium-scale famisesearch project).
EC contribution per project: Maximum EUR 6 000 000.
One or more proposals can be selected.

Expected impact: The successful trials should provide tangible ontes by focusing on
end-points relevant to the patient and establiskiidence for recommendations to improve
clinical practice when appropriate.

HEALTH.2011.2.4.3-2 Development of novel treatmendtrategies based on knowledge of
cellular dysfunction. FP7-HEALTH-2011-two-stage.The aim is to use knowledge of cell
dysfunction to develop innovative therapeutic siyes for Type 1 or Type 2 diabetes that
halt destruction and facilitate recovery of funoadly impaired metabolic tissues, particularly
beta cells and brown adipocytes. Research shouldubtédisciplinary and might be based on
use of information on genetics and genomics of eted development. Interactions between
organs and between tissues should be considererk vappropriate. Clinical work can be
included. Active participation of SMEs could leaal an increased impact of the research
proposed and this will be considered in the evadnaif the proposaNote: Limits on the EC
financial contribution apply. These are implemerg#gattly as formal eligibility criteria.

Funding scheme:Collaborative project (small or medium-scale faamisesearch project).
EC contribution per project: Maximum EUR 6 000 000.
One or more proposals can be selected.

Expected impact: It is expected that the successful project wilinglate state-of-the-art
knowledge on the role of beta-cell dysfunction e tpathogenesis of diabetes into novel
treatment strategies.

HEALTH.2011.2.4.3-3: Molecular and physiological dkcts of lifestyle factors including
physical exercise and nutrition on diabetes/obesity FP7-HEALTH-2011-two-stage.
Research should aim at multi-disciplinary approactiat capitalise on genetic, epigenetic,
proteomic, metabolomic, physiological, and clinicééciplines to gain insight into factors
behind the divergent effects of lifestyle factansluding physical exercise and nutrition on
metabolism. The project should focus on state-efdtt technologies to accelerate the
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translation of experimental and clinical discoverte link novel targets and pathways with
phenotype and genotype to define the lifestylecidcbn metabolic health. Animal models
can be used, but only in addition to human studietive participation of SMEs could lead to
an increased impact of the research proposed amavilhbe considered in the evaluation of
the proposalNote: Limits on the EC financial contribution apply. Tleeare implemented
strictly as formal eligibility criteria.

Funding scheme:Collaborative project (small or medium-scale famisesearch project).
EC contribution per project: Maximum EUR 6 000 000.
Only up to one proposal can be selected.

Expected impact:It is expected that the project will have accessdllections of genetic and
physiological material from well-characterised hunsiaincluding individuals predisposed for
the development of Type 2 diabetes. Academic effeinbuld be interfaced with the European
biotech/pharmaceutical sector to have the greatgsict on European citizens.

HEALTH.2011.2.4.3-4: Genetic and environmental faars in obesity and/or diabetes in
specific populations. FP7-HEALTH-2011-two-stage. The research should aim at
understanding the genetic and environmental faatarssing variations in prevalence and
incidence of metabolic disorders in specific, wellaracterised populations that show a
significantly altered risk of developing metabofiisorders in a new place or situation. The
successful project should be based on new comparisetween populations in their original
and new environmengé.g. as immigrant populations. Emphasis should be placethe role

of genetic, environmental and/or lifestyle factoes well as their interactions, on the
incidence, prevalence, and age of onset of metabdaorders. Each project should focus on a
particular geographical region. The European Corsions services will ask all selected
projects at the negotiation stage to interact togreaind with related projects from selected
third countries. Active participation of SMEs couldad to an increased impact of the
research proposed and this will be considered énetraluation of the proposal. Proposers
should take into account existing EU funded pragjeatcluding from the FP6 Food-Agri-
Biotech programme, such that overlap be avoid¥dte: Limits on the EC financial
contribution apply. These are implemented striadyformal eligibility criteria.

Funding scheme:Specific International Cooperation ActioSICA), Collaborative Project
(small or medium-scale focused research projectyéftaregions: Mediterranean countries,
Africa, Asia Latin-America).

EC contribution per project: Maximum EUR 3 000 000.
One or more proposals can be selected.

Expected impact: The selected project are expected to ultimatelgieglifestyle intervention
programmes, including but not limited to diet andygical activity, taking into account
situations of malnutrition and possible multigetierzal effect. Findings will be relevant for
populations, both in their home countries and inmamg§ populations in Europe and
throughout the world. It is expected that novelagenand other risk factors for diabetes and
obesity will be identified that will lead to impred diagnosis and treatment and possibly the
development of novel therapeutic targdtee cooperation between the selected projects and

WARNING: This is a Commission internal working docwent, which will change until 37
its publication. Applicants must refer only to tHaal published document.



FP7 Cooperation Work Programme: Health-2011
Internal working document
CONFIDENTIAL DRAFT

other national projects from selected third cowstrwill ensure a global impact beyond the
specific populations studied.

HEALTH.2011.2.4.3-5: ERA-NET on diabetes prevention and treatment. FP7-
ERANET-2011. The creation of an ERA-NET in diabetes preventind &reatment will help
overcoming the fragmentation of research activitregrammes and policies across Europe
and contribute to increase sharing of best prastc® best use of public health resources. It
will bring together national funders related tolmites prevention and create synergies by
uniting vast amounts of data, resources and know-bich exist in several Member States
or associated countries. It shall serve to identifgortant challenges and solutions, to better
integrate and rationalise resources as well asppdve the use of existing infrastructures in
Europe in the field of diabetes prevention andttnesat. Furthermore it should integrate as
appropriate international projects, both EC fundad not, that address research on diabetes
and its prevention and treatmeNbte: Limits on the EC financial contribution apply. Hee
are implemented strictly as formal eligibility enta.

Funding scheme:ERA-NET, Coordination and Support Action (coording action).
EC contribution per project: Maximum EUR 2 000 000.
Only up to one proposal can be selected.

Expected impact: This action should improve the linking and effidieintegration and
coordination of national/regional programmes whetevant. It will also provide a forum for
exchange of information and best practices betviember States, helping to create national
diabetes prevention programmes in countries whizimat have one yet. Where relevant, it
will help setting up joint, transnational calls,twidue consideration for socio-economics
aspects, public health costs and impact. The imruef existing and future international
projects on the subject will further help leveragion resources and avoid duplications. It is
expected that further coordination efforts in tineaaof diabetes prevention will help extend
partnership, pool resources for funding and implating research activities in a synergistic
manner. Ultimately, the cooperation shall lead ®eH-sustainable and long lasting network
of funders in the area of diabetes prevention, lamgabhe translation of information gained
from innovative research and experiences into poiocial and economic benefits.

2.4.4 Rare diseases
Closed in 2011

2.4.5 Other chronic diseases
Closed in 2011
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3. OPTIMISING THE DELIVERY OF HEALTHCARE TO EUROPEA N CITIZENS

3.1 TRANSLATING THE RESULTS OF CLINICAL RESEARCH OUTCOME INTO CLINICAL
PRACTICE INCLUDING BETTER USE OF MEDECINES , AND APPROPRIATE USE OF
BEHAVIOURAL AND ORGANISATIONAL INTERVENTIONS AND NEW HEALTH THERAPIES
AND TECHNOLOGIES

Closed in 2011

3.2 QUALITY , EFFICIENCY AND SOLIDARITY OF HEALTHCARE SYSTEMS INCLUDING
TRANSITIONAL HEALTH SYSTEMS

Closed in 2011

3.3HEALTH PROMOTION

The focus is on the reduction of inequities in de¢terminants of health and on the transfer of
knowledge in health promotion. It will be addresseéd bottom-up topics that invite
investigator-driven innovative research proposalthese evolving and highly relevant fields
of health research. Proposals should address oseveralof the range of major scientific
issues that are identified in the topic descripaod propose innovative means to advance the
science in this field.

Note: Applicants for topicsHEALTH.2011.3.3-1 and HEALTH.2010.3.3-2will have to
follow the rules for two-stage submission procedigex respective call fiche in section llI).
Applicants for topic$HEALTH.2011.3.3-3 and HEALTH.2011.3.3-4will have to follow the
rules for single-stage submission procedure (serakpective call fiche in section IlI)

HEALTH.2011.3.3-1: Developing methodologies to redre inequities in the determinants

of health. FP7-HEALTH-2011-two-stage Research should identify and evaluate policy and
programme interventions with the potential to redirequities in the determinants of health
and health services and opportunities to trangferfindings of research to potential users
with maximum effectiveness. Proposals could addtiessstrategic drivers of reductions in
health disparities, the differential health effeofspolicy interventions, and the impact of
alternative options for enhancing equity. They doalso identify and validate innovative
research methodologies to evaluate 'natural pekperiments' in which the introduction of a
specific policy provides the opportunity for a guasperimental design or a comparative
analysis that can be used to identify the poliayipact on different social groups including
vulnerable groupse(@. changes in social security systems; national mesgo to financial
crisis; health equity assessments of urban renavitétives). Methodologies to generate,
assess, and classify scientific evidence on thecefeness including replication of complex
or system-oriented interventions could be develogeesearch is further needed on how
people most affected by social determinants ofthezn be most effectively involved in the
design, implementation, and evaluation of researethodsNote: Limits on the EC financial
contribution apply. These are implemented striayformal eligibility criteria.
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Funding scheme:Collaborative Project (small or medium-scale fexlisesearch project).
EC contribution per project: Maximum EUR 3 000 000.
One or more proposals can be selected.

Expected impact: This research should establish the empiricallyetksheoretical basis for
better understanding how to effectively addresgjuitees in the determinants of health.
Appropriate and multidisciplinary research methoggs and designs should be developed to
build a robust evidence base that can integrateares from different theoretical or
methodological origins.

HEALTH.2010.3.3-2:  Analysis of integrated strateges for sustainable behaviour
change.FP7-HEALTH-2011-two-stage. The aim is to define generalisable, effective, and
sustainable behaviour change interventions that lmareffectively translated into health
promotion practice. Multi-level intervention appob@s that integrate individual, community,
organisational, and societal systems should beysedlwith respect to effectiveness and the
relevant context variables recognizing the widegearof influences on individuals and
behaviours.

EC contribution per project: Maximum EUR 3 000 000.
One or more proposals can be selected.

Expected Impact: This research should define the factors necedsapstablishing effective
interventions with individuals, families, organisets, and environments that can change the
behaviours, lifestyles, critical for reducing thecarrence of the most prevalent chronic
diseases or improving their management in a swibarway and improving quality of life.

HEALTH.2010.3.3-3: Developing and implementing metbds for the transfer of
research into policy in the fields of health promabn and disease prevention. FP7-
HEALTH-2011-two-stage. Public health research in Europe has produced derable
evidence supporting health promotion and diseaseeption. Projects under this topic should
support the 'knowledge brokerage' of such resultsnprove the impact of EU-funded
research. The aim should be to develop and assmssvative integrative approaches of
linking research results to relevant policy malard other stakeholders that include feedback
loops. Due to the experimental nature of this neteahe design needs to include an in-built
evaluation process that documents and criticallglysmes the impact and other important
aspects of the chosen approach. The timeframe ¢tspdn a 5 year period, taking into
account projects selected in future calls in thalthepromotion and disease prevention area.
Note: Limits on the EC financial contribution apply. Heeare implemented strictly as formal
eligibility criteria.

Funding scheme:Collaborative Project (small or medium-scale f@exlisesearch project).
EC contribution per project: Maximum EUR 3 000 000.
One or more proposals can be selected.
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Expected impact:Increased use of research in decision making ghapelation level within
the fields of health promotion and disease prewenshould increase the impact of EU
funded public health research. The consortium shoeflect a composition of appropriate
participation — knowledge translators/brokers acadlamics — in order to engage the relevant
stakeholders and to communicate the research fisdamd results so as to be exploited in
novel and innovative ways through cooperation betwesearchers and target users of such
research and help to identify future research piest

HEALTH.2010.3.3-4: A road-map for mental health regarch in Europe. FP7-
HEALTH-2011-single-stage.The aim should be to address a coordinated and retrapsive
approach to promote and integrate research on itegiral, epidemiological, social and
public health aspects of mental health and welhdpen Europe. Member States existing
research programmes are to be examined, recemaeatvas well as the identification of gaps
in knowledge taken into account and potential romgenfor the future of mental health
research in Europe to be developed, set withifieacburse perspectivélote: Limits on the
EC financial contribution apply. These are impletedrstrictly as formal eligibility criteria.

Funding scheme:Coordination and Support Action (coordinating aji
EC contribution per project: Maximum EUR 2 000 000
Only up to one proposal can be selected.

Expected impact: A comprehensive strategy at the European leviahgebut a coordinated
approach to promote and integrate research on ithlegiral, epidemiological, social and
public health aspects of mental health in Europe.

3.4INTERNATIONAL PUBLIC HEALTH & HEALTH SYSTEMS

The specific cooperation actions in this area famushe priorities agreed through bi-regional
dialogues in third countries/regions and internaidorums, as well as within the context of
Millennium Development Goals. This call will focusn health services research with a
particular angle on maternal and child health,@dpctive health, and health equity.

A coordinated research topic on health inequaliifecting mothers and children aims to
foster multilateral cooperation between Europejoafrand Latin America.

Note: applicants under this area will have to follow thies for single-stage submission
procedure (see also respective call fiche in sedtlp

HEALTH.2011.3.4-1: Development and assessment of comprehensive andemtated
interventions and programmes to improve reproductive health and health equity: all
ICPCs. FP7-HEALTH-2011-single-stageResearch under this topic should aim at creating
evidence for best practices in developing and implating integrated and comprehensive
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reproductive health programs, following a life timgproach and addressing the key areas of
reproductive health, such as adolescent healthtralonf sexually transmitted diseases,
assistance in achieving the desired fertility, amaternal and newborn health. The research is
expected to go beyond the assessment of specifiesnterventions and should focus on the
community effectiveness of reproductive health rveation packages and/or operational
programmes, set in a health systems contéate: Limits on the EC financial contribution
apply. These are implemented strictly as formajileility criteria.

Funding scheme:Specific International Cooperation ActioBICA), Collaborative Project
(small or medium-scale focused research project).

EC contribution per project: Maximum EUR 3 000 000.
One or more proposals can be selected.

Expected impact: The project is expected to generate, summarizedasgminate evidence

on strategies, programmes, and best practice nodaptive health promotion and care. This
evidence will help policy makers and programme ngerma on all levels, as well as other
stake holders and the community to provide and repeoductive health services more
effectively and equitably.

HEALTH.2011.3.4-2: Building sustainable capacity fo research for health and its social
determinants in low and & middle income countries:all ICPCs. FP7-HEALTH-2011-
single-stage.The Coordination Action should develop and implatme concept for the
sustainable development of capacity for researchh&alth and its social determinants in
close collaboration with institutions in ICPC coue$ and a substantial element of South-
South cooperation. Topical areas to be coveredidhmiidentified through a training needs
assessment with all stakeholders as part of thepgirand may include — among others —
epidemiology and demography, health economics renwiental health, evaluation sciences,
medical anthropology, and community-based health.daterdisciplinary courses may also
be considered. Emphasis should be given to edtaiisand supporting excellent academic
teaching and research networks. Active participatd young researchers in regional and
international forums, as well as exchange betwesaarch institutions, could be considered.
The aim is to achieve a balanced level of particpafor ICPC countriesNote: Limits on
the EC financial contribution apply. These are iempénted strictly as formal eligibility
criteria.

Funding scheme:Coordination-Support Action (coordination action).
EC contribution per project: Maximum EUR 3 000 000.
One or more proposals can be selected.

Expected impact: To promote health scientists from ICPC countriésn@ with their
institutions and research networks in order to terem sustainable and attractive research
landscape for interdisciplinary research for heattit its social determinants.
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HEALTH.2011.3.4-3: Multilateral cooperation between Europe, Africa and Latin
America on public health and health services reseah. FP7-HEALTH-2011-single-stage.

This Coordination Action is aimed at creating linkstween "North-South” and "South-
South" efforts in addressing health inequalitied@veloping countries. It should map and
analyse current and planned activities and strasemi order to provide evidence on best
practice and policy advice for the developmentutfife interventions and programmes in this
area. Furthermore, the project should identifyHertresearch needs and pay — among others
— attention to health inequalities affecting cheldy adolescence and mothers (families). The
EC grant shall cover the participation of the Ewam African and Latin American partners
other than partners from Brazil. The participatimnBrazilian and possible other African
partners is expected to be covered by complemefuading from the Brazilian side through
a separate call. Participation of other countriéh wubstantial health services cooperation
with Africa is welcomedNote: Limits on the EC financial contribution apply. Heeare
implemented strictly as formal eligibility criteria

Funding scheme:Coordination and Support Action (coordinating aji
EC contribution per project: Maximum EUR 2 000 000.
Only one proposal can be selected.

Expected impact: The project will provide evidence on best practeel policy advice for

the development of future public health and healfstems interventions, with particular
emphasis on the transfer of knowledge and experighmough a triangular cooperation
between Europe, Africa and Latin America. The pbje expected to involve stakeholders,
foster synergies and enhance the capacity foregtladiblic health and health policy research.
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4. OTHER ACTIONS ACROSS THE HEALTH THEME

4.1 COORDINATION AND SUPPORT ACTIONS ACROSS THE THEME

The objective of these actions is to contributetite implementation of the Framework
programmes and the preparation of future EuropeaiorlJ (Community) research and
technological development policy. The focus of tisa in this work programme will be on
assessing future needs, impact assessment ancholiaen of results.

Note: applicants under this area will have to follow tlhiées for the single-stage submission
procedure (see also respective call fiche in sedtlp

HEALTH.2011.4.1-1: Networking of major research ingitutions to coordinate
communication actions aimed to the media and the geral public. FP7-HEALTH-2011-
single-stage.

The objective is to network major research insbig to coordinate their communication
actions regarding EU-funded research, among theesand with the Commission services,
in order to have a greater impact in its visibility the general public. Proposals should
include the collection, sharing and distribution ioformation about research results in a
timely way through multilingual, communication-anted information networks, a
coordinated, multinational press and public relaistrategy about research emanating from
EU-funded projects, and the adaptation of the custianguage/media to relevant target
audiences. The potential applications and benéditsthe citizens should be particularly
highlighted. Successful applications should invatwecoordinate a sufficient critical mass of
communication services from research institutiomsl &EME organisations in different
countries participating in EU-funded health reskagocojects. Some examples of activities
could include the generation and efficient distiitwn of press kits for journalists from
general and specialised media, a multipartner d¢oation and repository of press releases,
wiki pages of projects, databases of scientificge®g early alert system about communicable
project results among partner institutions andhe €Commission, newsletters, etdote:
Limits on the EC financial contribution apply. Tleeare implemented strictly as formal
eligibility criteria.

Funding scheme:Coordination and Support Action (coordinating aji
EC contribution per project: Maximum EUR 2 000 000.
Only up to one proposal can be selected.

Expected impact: A European-wide strategy and better networking lnglp to communicate

more efficiently the results and benefits of Euwpecollaborative research to general
audiences, either directly or through the inform@atmultipliers (press and media, including
the internet and social networks). A consideraldd pf the results generated by European
health research are still communicated only throbghly specialised scientific/technical

publications and websites (by the scientists thérasg or through local press releases (by
their institutional communication services). Thase often only released in the country of the
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research institution where the first author of piienary publication works, often with poor or
no reference to the EU-funded multinational consortthat facilitated the achievement of
those results. The involvement of the press andnoamication officers from the different
partner institutions should follow the networkirtgat already occurs at the scientific level in
EU-funded projects. As a result, an increase inityuand quantity of the communication
actions, a better coordination of resources andsages, and a proper acknowledgement of
the European dimension of collaborative healthaeteshould be achieved.

HEALTH.2011.4.1-2: Targeting publication bias. FP7THEALTH-2011-single-stage.The
objective is to explore, identify and overcome deel to publish negative results, especially
from clinical trials. Failure to publish negativesults or unsuccessful experiments has major
ramifications for the health of EU citizens andréhes an ethical imperative and a significant
challenge to ensure that finite health researcburess are better used, avoiding replication
of previous experiments leading to better use sbueces. Applicants should propose well-
structured, innovative approaches to define eraluate publication bias and the impact it has
on research. These approaches should include\batory of existing sites and publications,
presentation of current data on impact of the failw published negative results via surveys
and/or analysis of literature, evaluation of studgotocols, conference abstracts and
discussions with key opinion leaders and stakems]d®ich as research journal publishers,
study regqistries, research institutions, fundingdibs, regulators and industry. These
approaches should include the inventory of exisBitgs and publications, presentation of
current data on impact of the failure to publismagjative results. Interactions with major
journals and international groups acting in medmatblication should be sought in order to
point out ways to change practice and provide hisigon how to avoid duplication of
research efforts and allow a more effective fundihgealth researciiNote: Limits on the EC
financial contribution apply. These are implemerg#ttly as formal eligibility criteria.

Funding scheme:Coordination and Support Action (supporting action
EC contribution per project: Maximum EUR 500 000.
One or more proposals can be selected.

Expected impact: Publication bias is commonly understood as thkirfito publish entire
studies with negative results, particularly refegrio clinical trials. Although the importance
of bias is increasingly being recognised, more ecgli evidence is needed to gain insight
into this issue, in order to evaluate an imporgamtary source of information on planned
studies. A new initiative should assess the imaact seek ways effectively to detect and
reduce the impact of non-publication of negatived&s and study results, and provide
insights on how to avoid duplication of researdore$ and allow a more effective funding of
health research.

HEALTH 2011-4.1-3 Linking EU and Latin American policy making institutions in the
field of health research
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The project will establish a roadmap for cooperthealth research between the EU and
Latin America for regional scale evidence-basedicgoimaking based on needs and
opportunities for cooperation. Furthermore, thisjgct should address the coordination of
regional and international funding efforts, fundmagement and fund raising and link with
other FP7 and EU Member States actions in the medibe project will address capacity
building for priority setting of funding programmesd relevant research management to
reduce the gap between knowledge generation antenmeptation in clinical practice. It
should empower national research systems at theypmhd management levels. Substantial
element of South-South cooperation is expected aoiidboration with European Health
national contact points (NCPs), as well as relestmember states science contacts in the
region.

Funding scheme:Coordination action EC contribution: Maximum EUR@0 000.

Expected Impact: The expected project duration is 5 years in otdareate a major impact
in this field. The project will have to explore tlease for creating a body that coordinates
national and international health research fundmgdhe region and with the EU. It will
establish a forum for interaction between the loeakarch policy level and the EU member
states and EC cooperation efforts in health rebeaith Latin-America.

4.2RESPONDING TO EU POLICY NEEDS

The objective of these actions is to contributéht support and follow-up of other European
Union Community policies.

Note: applicants under this area will have to follow tlhiées for the single-stage submission
procedure (see also respective call fiche in sedtlp

HEALTH-2011-4.2-1: Investigator-driven clinical trials'® on off-Patent medicines for
children. FP7-HEALTH-2011-single-stageResearch is expected to increase the availability
of off-patent medicines for children as well as kxeel of information of these molecules to
the general population. Project(s) will be requitedevelop and test new paediatric medicine
formulations in an appropriate clinical trial inilkclien using older off-patent medicines, with
particular reference to the following criteria ggpeopriate: Particular priority is attached to
products for:

* neonates
* oncology in infants
e paediatric epilepsy syndromes

'8 hitp://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/vol-10/
Please consult also the text for clinical trials provided in the introduction to this work programme on
page 6
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The outcomes must be relevant for patients andgehafinical practice. Pilot studies and
systematic reviews will not be funded. Clinicalatsi must be appropriately powered to
produce statistically significant evidence. Gendspects and differences related to age
subgroups should be appropriately considered. Pipdications must consider the relevant
governance issues for clinical trials such as GGbudical Practice (GCP) and respect of the
appropriate international, European and natiorgiklation and guidelines. Patient advocacy
groups, which can contribute to the quality, fegisypand impact of clinical trials should be
involved. New data on efficacy, safety and the pteaokinetic profiles are required as set
out on the current version of the Paediatric Meuisl Priority List available at:
http://www.emea.europa.eu/pdfs/human/paediatrig®3609en.pdf In view of many
facilities offered by the European Medicines’ Agen&MEA), such as fee reductions,
exemptions and deferrals for advice obtained in ¢batext of Marketing Authorisation
Applications (MAAS), including PUMAs (Paediatric &svViarketing Authorisation). Active
participation of SME is a requirement and this via# considered in the evaluation of the
proposalNote: Limits on the EC financial contribution apply. Tleesre implemented strictly
as formal eligibility criteria.

Funding scheme:Collaborative Project (small or medium-scale focusesearch project).
EC contribution per project: Maximum EUR 6 000 000.
One or more proposals can be selected.

Expected impact: The expected result should be a Paediatric Use éfiack Authorisation
(PUMA) application that has been devised speciffagalthe Paediatric Medicines Regulation
for off-patent medicinal products developed exalaki for use in children. This is an
intellectual property right (IPR) than can be apglito off-patent medicines to stimulate
innovation, by allowing their use to treat new dises and new populations. It provides a
vehicle for awarding the incentive of data prot@ctand is of particular interest to SMEs.

HEALTH.2011.4.2-2. Adverse Drug Reaction ResearchFP7-HEALTH-2011-single
stage.Experience with medicines that have been marketednfiny years has shown that
potentially serious adverse events only becomerappéong after they have been launched
and often as a feature of their physiochemical attaristics. This has obvious implications
for entire classes of molecules that often belomglifferent therapeutic classes and the
research of selected proposal(s) should generate k®wledge on potentially life
threatening drug adverse events that affect thifszeht body systems. Although more than
one proposal can be selected from each of thewwolp themes, research in each of the
proposals should focus on only omelecule and the stated adverse event(s):

* Epoetins: Risk of tumour growth progression andorifsoembolic events in cancer
patients and cardiovascular and cancer risk inrsbiddney disease.

e Insulin/insulin analogues and cancer

* Anti-diabetes drugs: cardio/cerebrovascular adveffects and pancreatitis/pancreatic
cancer.

* Asthma treatments (long- & short-actirfiyagonists and anti-cholinergics): risk of
myocardial ischemia and long-term safety especialthildren.

WARNING: This is a Commission internal working docwent, which will change until 47
its publication. Applicants must refer only to tHaal published document.
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* Gadolinium containing contrast agents: nephrogsystemic fibrosis

Further  details of the expected deliverables may  béound  at:
http://www.emea.europa.eu/htms/human/phv/communitcsithtm

Note: Limits on the EC financial contribution apply. Tleesre implemented strictly as formal
eligibility criteria.

Funding scheme:Collaborative Project (small or medium-scale foclisesearch project).

EC contribution per project: Maximum EUR 3 000 000.

One or more proposals can be selected per heading.

Expected impact: Project results should lead to important new kndgée on major and
serious adverse drug reactions that constituteigptielalth concerns i.e. those impacting on
the balance of benefits and risks of medicinal pobsl This will be directed towards
regulatory decisions on marketing authorisations fieedicinal products including the
warnings in product information for doctors andi@ats. A safer and more effective use of
medicines should result with positive implicatidas public health.

HEALTH-2011-4.2-3 New methodologies for clinical tials'® in personalised medicine
FP7-HEALTH-2011-Two-Stage.Support will be offered for the development of new
improved methodologies for clinical trials in smalbpulations with the aim to assess
personalised medicine approaches. These new metgieshould be cost effective without
compromising the assessment of the efficacy anetysaf the treatment. The project should
also address the access, and the use of alreagtingxdatae.g. from biobanks, registries and
other appropriate sources. Clinical trials as swthnot be fundedNote: Limits on the EC
financial contribution apply. These are implemerg#attly as formal eligibility criteria.

Specific feature: SME-targeted researcis designed to encourage SME efforts towards
research and innovation. Priority will be given gooposals demonstrating that research
intensive SMEs play a leading role. The projectt ma led by SMEs with R&D capacities,
but the coordinator does not need to be an SME.ekpected project results should clearly
be of interest and potential benefit to SME(s). @&hsortia should aim at having 30-50 % of
the requested EC contribution budget going to SKdEbcontracting is discouraged).

Additional selection criteria: SME-targeted Collaborative Projects will only l@ested for
funding on the condition that the requested EU rdoution going to SME(s) is 30% or more
of the total requested EC contributidrhis will be assessed during evaluation and checked
during negotiation. Proposals not fulfilling this riterion will not be funded

Funding scheme Collaborative Project (small or medium-scale & research project
targeted to SMES).

EC contribution per project: Maximum EUR 3 000 000
One or more proposals can be selected.

19 hitp://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/vol-10/
Please consult also the text for clinical trials provided in the introduction to this work programme on
page 6

WARNING: This is a Commission internal working docwent, which will change until 48
its publication. Applicants must refer only to tHaal published document.
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Expected Impact: The optimisation of new clinical trial methodolegi will facilitate the
rapid uptake of new and emerging personalised nmedapproaches, and improve the use of
existing treatments. Research should be multidiseiry and will boost the European
biotechnology industry, and in particular the SMétter. It should also address regulatory
issues as appropriate.

[l IMPLEMENTATION
Call fiches.

IV OTHER ACTIONS

Impact assessment and foresight exercise to idemnfiig future Community health
research and innovation priorities. The assessment will aim to identify future Commynit
health research and innovation priorities with aglberm perspective (to 2030). Building on
an analysis of the socio-economic impact of a Behihumber of selected themes in past and
present Framework Programmes, and on an analysiheofdrivers of change affecting
citizens' health, conclusions and recommendatialh&made on future research objectives,
how these might best be achieved, and how theyswgport the development of a European
Health Research Area. (indicative budget: EUR 40@) 0

Conference: "European Perspectives in Personalisededicine”. The conference will take
stock of the recent achievements in health relededarch leading to personalised medicine
and will aim at identification and prioritisatiorf the future actions needed at the European
level, bringing together European and nationalellgolicy makers, industrial and academic
researchers and other stakeholders. (indicativgétudUR 200 000).

(Other actionswill be included in next draft.)

WARNING: This is a Commission internal working docwent, which will change until 49
its publication. Applicants must refer only to tHaal published document.



