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6 Governance and Funding

This chapter presents the proposed governance structure of IMI, which has been prepared by the key IMI
stakeholders: representatives of the European Commission, academia, biopharmaceutical companies
and EFPIA. The recommendations on the IMI governance structure have also been reviewed by repre-
sentatives from the Member States.

The following principles of governance are part of the proposal to grant Joint Technology Initiative (JTI)
status to IMI, and will be implemented as soon as this status has been granted by the European Council.

6.1 Legal Status

The European Commission and the European Federation of Pharmaceutical Industries and Associations
(EFPIA) will hold joint responsibility for creating and operating a JTI that will implement the recommenda-
tions of the IMI Strategic Research Agenda.

IMI will be established based on article 171 of the Treaty establishing the European Community (‘The
Community may set up joint undertakings or any other structure necessary for the efficient execution of
Community research, technological development and demonstration programme’). The IMI legal entity
will be an international not-for-profit organisation.

JTI status represents the highest level of pan-European public and private sector collaboration and co-
ordination. This is needed because the scientific challenges addressed by IMI are too complex for organi-
sations and/or nations to address in isolation. For IMI to succeed, it is essential that it is granted JTI
status by the European Competitiveness Council after consultation of the European Parliament.

6.2 Structure

The IMI Joint Undertaking will have a legal mandate to award research grants to European Public—Private
Collaborations. This organisation will have the responsibility of managing the involvement of stakeholders,
as well as the operations required to support the implementation of the SRA. To fund, implement and op-
erate IMI successfully, it is important that the structure of the IMI Joint Undertaking is flat and highly effi-
cient. To support this objective, the organisational structure described in Figure 31 below is proposed for
the IMI Joint Undertaking.
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Figure 31 : Proposed IMI Implementation Structure
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All stakeholders are eligible to participate in IMI projects, the only condition being that the research is per-
formed in Europe. Therefore, there is no official membership of IMI.

The IMI Joint Undertaking will comprise the following bodies:

e The Member States Group, with nominees from all Member States and Associated Countries, will
approve the composition of the Scientific Committee. It will facilitate rapid dissemination of infor-
mation between IMI and Member State activities, and ensure co-ordination with Member State
activities. In addition, it will play a leading role in the implementation of certain strategic parts of
the SRA, such as Education & Training;

e The Stakeholders’ Forum will be open to all stakeholders. It will convene annually at the General
Assembly, where IMI activities will be presented and discussed to ensure openness and trans-
parency to all stakeholders. In addition, the Stakeholders’ Forum will be invited to provide advice
to the Board on the orientation of IMI activities.

e The Board will be responsible for directing the operations of the IMI Joint Undertaking. The Board
will oversee the implementation of the SRA by the Executive Office. Initially, the Board will be
composed of representatives from the European Commission and EFPIA. However, based on fu-
ture expressions of interest, new Board members representing other stakeholders may join;

e The Executive Office will be responsible for the overall operational and communication activities
of IMI. It will develop a document termed ‘Internal Regulation’ which outlines the activities of the
three IMI bodies, and how IMI will conduct its operations;

e The Scientific Committee will be an advisory body to the Board. It will conduct its activities in
close liaison with, and with the support of, the Executive Office. It will consist of 15 members who
reflect a balanced representation of both public and private stakeholders, including: academia,
patients, industry and regulators. Collectively, its members will represent expertise from across
the entire drug discovery and development process, and be expected to provide scientific rec-
ommendations on the scientific strategy of IMI.

Based on the recommendations presented in the SRA, the Executive Office will publish calls for research
proposals that address the topics described in the SRA. Groups of partners (for example, academic insti-
tutions, SMEs, biopharmaceutical and healthcare companies, regulatory authorities and patients) will then
form Public—Private Collaborations (PPCs) to propose research projects that address the topic of the re-
spective call, and apply to IMI for funding. Each proposal will be prioritised and approved via a peer re-
view process, on the basis of stringent scientific criteria and its potential impact on the IMI bottlenecks.
The review and approval process will be developed by the Executive Office to ensure rapidity and trans-
parency in the system. Academic institutions and SMEs within the PPC whose proposal has been ap-
proved will then receive funding from the IMI Joint Undertaking for the duration of the research project. As
a guideline, a Public-Private Collaboration will consist of a minimum of one academic institution and/or
one SME, plus one biopharmaceutical company which is a member of EFPIA.

Two contracts shall be signed to implement such a Public-Private Collaboration:

e The IMI Grant Agreement: the legal document that will govern the relationship between the part-
ners and the IMI Joint Undertaking. The IMI Grant Agreement will be a high-level agreement that
defines the specific project and the financing, as well as the application of the IMI Intellectual
Property Policy;

e The Project Agreement: the legal document that will govern the relationship between the project
partners, including detailed Intellectual Property Rights based on the IMI Intellectual Property
Rights Policy (see Chapter 7). This system allows flexibility so that contractual obligations can be
based on the project specifics, and so that the project agreement fairly reflects the scientific and
commercial interests of all partners.

Micro, small and medium-sized enterprises or SMEs are defined by the European Commission as: enter-
prises which employ fewer than 250 persons and which have an annual turnover not exceeding €50 mn,

and/or have an annual balance sheet total less than €43 mn' . The IMI will apply the same definition.

65
Article 2 of the Annex of the Recommendation 2003/361/EC
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6.3 Funding

To implement fully the recommendations of the SRA will require about €460 mn per year for seven years
starting in 2007 equally shared between FP7 and the EFPIA member companies.

FP7 will fund academic participants and support SMEs while biopharmaceutical companies will fund their
own contributions to 100%. Other or non-biopharmaceutical companies participating in Public—Private
Collaborations will be supported on a case-by-case basis. With this structure, public money will therefore
go exclusively to public sector participants and SMEs, and not to biopharmaceutical companies. The bio-
pharmaceutical industry partner(s) will provide R&D resources such as staff, laboratory facilities, materi-
als and clinical research which will match the FP7 funds. The funding mechanism of IMI is described be-
low in Figure 32.
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Figure 32 : IMI Funding Model

It is envisaged that the initial public funding could be about €50 mn (subject to yearly evaluation) and,
therefore, the amounts shown below represent an estimated range of financial resources becoming avail-
able over the next seven years.

Source of funding Recipient of funding Estimated Costs Per Year (€Emn)
2007 2013
European Union Executive office 0.5 3
IMI Project Participants: public 50 250
institutions, patients organisa-
tions & SMEs
EFPIA Executive office 0.5 3
Biopharmaceutical companies | IMI Projects Participants: bio- 50 250
matching EU funds pharmaceutical companies

Figure 33 : IMI Funding Sources
Co-ordination of the IMI activities with the EU infrastructure funds is important, and therefore two repre-

sentatives from IMI have been nominated for the committee responsible for the co-ordination of EU infra-
structure funds in DG Research.
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EU structural funds can also be used to establish R&D infrastructures; IMI will be in a unique situation to
advice on how such infrastructures will best benefit the public—private biomedical community. To achieve
this, IMI proposes to participate in committees responsible for the co-ordination of EU structural funds at

the EU and/or national level.

6.4  Overview of IMI Costs by Pillar

The levels of investment required to support the recommendations related to each of the SRA Pillars
have been estimated, and are summarised in Figure 34 below. These estimates are to be considered as
preliminary estimates and subject to revision once the IMI is implemented. The duration of adopting the
majority of the recommendations is between five and seven years, i.e. 2007-13.

Actitivies

Costs per year (€ mn)

Improve Predictivity of Safety Evaluation

165.4

European Centre of Drug Safety Research 36.7
Biomarker development 22.5
Relevance of rodent non-genotoxic carcinogenicity 22.5
Clinical safety and pharmacovigilance 68.7
IT infrastructure support 15.0
Improve Predictivity of Efficacy Evaluation 236.7
Cancer 66.7
Brain Disorders 62.3
Inflammatory Diseases 60.0
Diabetes 37.7
Infectious Diseases 10.0
Improved Knowledge Management for Better Decision Making 38.6
Running the KM Teams 3.3
KM Platform Infrastructure 8.4
KM Platform Research Projects 2.2
Translational KM Joint Projects 1.0
Translational KM Efficacy Support 23.7
Improve Education & Training to Develop the Talent Base 14.5
Create and run European Medicines Research Academy (3 FTEs) 0.4
Running of training programmes 3.8
PhD grants 10.3
Implementation: IMI Executive Office 6.0
GRAND TOTAL/YEAR €0.46 bn
GRAND TOTAL IMI (2007-2013) €3.23 bn

Figure 34 : Estimated Annual Costs of Implementation of the SRA

Page 115 of 153



THE INNOVATIVE MEDICINES INITIATIVE

Figure 35 below shows that more than 50% of the proposed IMI budget is dedicated to improving the pre-
dictability of efficacy evaluation.

E. Office
E&T 19

KM 3%
8%

Efficacy

Safety 52%

36%

Figure 35 : Distribution of the SRA Total Yearly Costs (€0.46 bn)

6.5 Overview of IMI Costs by Type

General and Administration (G&A) costs are defined as general, administration and infrastructure costs.
These include the costs of the Executive Office, of the overheads of the European Center of Drug Safety
Research as well as the KM platform infrastructure and various co-ordinating activities such as communi-
ties of experts (CoEs). G&A costs represent a total of €33 mn per year or 7% of the total SRA budget the
remaining being allocated to research projects. For comparison, InnoMed, the project of the 6" framework
programme also have G&A costs of 7% of the total budget. IMI's total G&A costs of €33 mn per year are
evenly distributed amongst the: Efficacy, Safety and KM Pillars of the SRA as described in Figure 36 be-
low.

E&T
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Figure 36 : SRA G&A Budget Cost Drivers
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6.6 Communication

The future success of IMI depends on creating a high-performance collaborative culture, based on objec-
tive and transparent communications between all public and private stakeholders across Europe. To
achieve this objective, effective communication is an important success factor for IMI.

To support this approach, the following communication tools and approaches will be implemented:

IMI website with up-to-date information on the progress of the initiative;

Annual General Assembly of the Stakeholders’ Forum;

Continuously updated material on IMI;

Annual report;

Introduction pack for the partners in Public—Private Collaborations;

Press releases;

Press conferences, when appropriate;

The organisation of information days with Member States;

Yearly status reports from Public—Private Collaborations;

Final reports from Public—Private Collaborations to ensure a large dissemination of the results
and of the potential application of these results to the biomedical R&D process;
e English as the official language to be used for all IMI communications.
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6.7  List of Contributors
Governance Task Force Members
Stakeholders Group Last Name First Name Institution
European Commission Cid Pascale DG Research
Hogan Stéphane DG Research
Norstedt Irene DG Research
Poinot Magali DG Research
Rainer Bernd-Walter DG Research
Companies, Pharma & SME |Boubekeur Karima Roche
Eves Cara GSK
Frey-Wick Melanie Roche
Gvillo Fred Schering AG
Keir Ruth Pfizer
Ragan lan Lilly
Strandgaard Karen EFPIA
Wells Sean Roche
Others Peracino Andrea Lorenzini Fundation
Member States Group
Stakeholders Group Last Name |First Name |Institution
Academia Albulescu  |Radu National Institute for Pharmaceutical Re-
search, Romania
Bjerrum Ole Danish University of Pharmaceutical Science
Brechot Christian INSERM
Dovc Peter University of Ljubljana
Eldem Turkan Hacettepe University
Goudev Assen Queen Giovanna University Hospital
Holy Antonin Czech Academy of Sciences
Kogerman | Priit Tallinn Technical University
Lubinski Jan Pomeranian Medical University
Malas Stavros The Cyprus Institute of Neurology and Genet-
ics
Meier-Abt | Peter University of Basel
Meulien Pierre Dublin Molecular Medicine Centre
Porzse Gabor Semmelweis University
Solari Roberto MRC
Tamargo Juan Universidad Complutense de Madrid
Tsiftsoglou |Asterios S. | Aristotle University of Thessaloniki
Yliruusi Jouko University of Helsinki
Companies Andresson | Thorkell deCODE genetics
Pharma & SME Rappuoli Rino Chiron
Weiner Ben-Zion Teva Pharmaceuticals
Regulatory Authorities Vieira Maria-Isabel |INFARMED
Others Bundule Maija Latvia Ministry of Education and Science
Dar Ora Ministry of Industry and Trade, Israel
Hall Charlotte Swedish Ministry of Education
Hartgerink | Jan Willem | Ministerie van Volksgezondheid
Helgesen |Gro Research Council of Norway
Hurtenbach |Ursula Deutsches Zentrum fiir Luft und Raumfahrt
Ministry of Flanders, Technology and Innova-
Sormann Monika tion Division
Steininger | Birgit FFG — Austrian Research Promotion Agency
Wijnberg Bart Ministerie van Volksgezondheid
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