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IMPORTANT NOTICE

The ‘AGA — IMI2 JU Annotated Model Grant Agreement’ is a user guide that aims to explain to
applicants and beneficiaries the IMI2 JU Model Grant Agreement (‘IMI2 JU MGA’), which differs in some
aspects from the previous IMI Model Grant Agreement and, to a limited extent, from the General Horizon
2020 Model Grant Agreement.

The purpose of this document is to help users understand and interpret the GAs, by avoiding technical
vocabulary, legal references and jargon, and seeking to help readers find answers to any practical questions
they may have about particular parts of the GAs.

In the same spirit, the document’s structure mirrors that of the GAs. It explains each GA Article and includes
examples where appropriate.

When consulting this document the reader should be aware that it originates from the general Horizon 2020
AGA. Consequently, and in order to ensure the necessary coherence and the same understanding all across
the Horizon 2020 Framework Programme, its original content has been maintained with adaptations limited
to clarifying, where necessary, IMI2 specificities or explaining several provisions of the IMI2 JU MGA
stemming from derogations to the Rules for Participation, applicable to IMI2 under the Horizon 2020 legal
framework.

Our approach

1. The text of the article appears in a grey text box — to differentiate it from the annotations.
The concepts that are annotated are in bold and underlined.

The annotations to the article are immediately underneath.

Long articles are split into different parts, so that the annotations can be placed below the relevant
parts.

Examples, best practices are in bold and green.
Lists and procedures are in bold and red.
and are in bold and orange.
New explanantions (compared to the last update) will be marked with: ™

New rules that apply do not apply to all signed grant agreements (but instead only to those signed
after a certain version of the Grant Agreement, e.g. version 3.0 or version 4.0), will be marked

with: E!ED or

2. As the AGA intends to be comprehensive, it will cover all possible options envisaged in the different
GA articles.

Many of these options may not be relevant to your grant (and will not appear in the grant agreement
you sign, or will be marked ‘not applicable’).

The chosen options will appear in italics (without brackets and without the option title), to allow you
to easily spot that a specific rule applies.

Updates

The IMI2 JU AGA will be periodically updated with new examples and explanations, based on practical
experience and on-going developments.



Other information

The AGA is limited to annotations to the provisions of the IMI2 JU MGA. Additional information on the IMI2
Programme can be found in the reference documents page of the IMI website
(http://www.imi.europa.eu/content/home).

For a more general overview of how Horizon 2020 grants work, see the Funding and Tenders Portal Online
Manual.

A comprehensive list of all Horizon 2020 reference documents (including legislation, work programme and
templates) can be found on the Participant Portal Reference documents page.

Several terms used in the AGA are explained in the included Glossary. Horizon 2020 terms are also
explained in the Glossary.

If necessary, you can also contact the Research Inquiry Service or the IMI2 Helpdesk.

Legislation

Horizon 2020 Framework Programme — Regulation (EU) No 1291/2013 of the European Parliament
and of the Council of 11 December 2013 establishing Horizon 2020 - The Framework Programme for
Research and Innovation (2014-2020) (OJ 347, 20.12.2013, p. 104).

Euratom Research and Training Programme (2014-2018) — Council Regulation (Euratom) No
1314/2013 of 16 December 2013 on the Research and Training Programme of the European Atomic Energy
Community (2014-2018) complementing the Horizon 2020 — The Framework Programme for Research
and Innovation (OJ L 347, 20.12.2013, p. 948).

Horizon 2020 Specific Programme — Council Decision 2013/743/EU of 3 December 2013 establishing
the Specific Programme Implementing Horizon 2020 - The Framework Programme for Research and
Innovation (2014-2020) (OJ L 347, 20.12.2013, p. 965).

Rules for Participation (RfP) — Regulation (EU) No 1290/2013 of the European Parliament and of the
Council of 11 of December 2013 laying down the rules for the participation and dissemination in Horizon
2020 — the Framework Programme for Research and Innovation (2014-2020) (OJ L 347, 20.12.2013,
p.81).

Financial Regulation (FR) — Regulation (EC, Euratom) No 966/2012 of the European Parliament and of
the Council of 25 October 2012 on the financial rules applicable to the general budget of the European
Union (OJ L 298, 26.10.2012, p.1).

-ﬁ Please note that Regulation (EC, Euratom) No 966/2012 has been replaced by Regulation (EU, Euratom)
2018/1046 (with effect from 2 August 2018).

Rules of Application (RAP) — Commission Regulation (EC, Euratom) No 1268/2012 of 29 October 2012
on the rules of application of Regulation (EC, Euratom) No 966/2012 of the European Parliament and of
the Council on the financial rules applicable to the general budget of the Union (OJ L 298, 26.10.2012,

p.1).

& please note that Delegated Regulation (EC,Euratom) No 1268/2012 has been replaced by Regulation (EU,
Euratom) 2018/1046 (with effect from 2 August 2018). The rules of the RAP are now included in the new Financial
Regulation.

IMI2 JU Council Regulation - Council Regulation (EU) No 557/2014 of 6 May 2014 establishing the
Innovative Medicines Initiative 2 Joint Undertaking (OJ L 169, 7.06.2014, p. 54).

Delegated Regulation — Commission Delegated Regulation (EU) No 622/2014 of 14 February 2014
establishing a derogation from Regulation (EU) No 1290/2013 of the European Parliament and of the
Council laying down the rules for participation and dissemination in ‘Horizon 2020 — the Framework
Programme for Research and Innovation (2014-2020)’ with regard to the Innovative Medicines Initiative
2 Joint Undertaking (OJ L 174, 13.06.2014, p.7).



Foreword

Whilst integrating most of the Horizon 2020 Annotated Model Grant Agreement (Horizon 2020 AGA), the
IMI2 JU Annotated Model Grant Agreement (IMI2 JU AGA) is specific as it relates to the IMI2 JU Model
Grant Agreement (IMI2 JU MGA), which, based on a limited number of derogations, differs from the
Horizon 2020 Model Grant Agreement on certain aspects of Intellectual Property. Moreover, this specific
IMI2 JU AGA builds on the particular characteristics of the IMI2 programme being a public private
partnership and its industrial co-leadership, and further explains how IMI2 JU actions are formed and
developed. It also addresses the issues related to the rules on eligibility for funding which are specific to
IMI2 JU actions.

Therefore all parties interested in participating in IMI2 JU funded projects are required to carefully read
the IMI2 JU AGA, in particular the "Introduction" and the section 3 “Rights and obligations related to
background and results” since they differ from the Horizon 2020 AGA. In addition, please note that Article
9 outlines which articles in the MGA are not applicable to Beneficiaries not receiving funding.
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INTRODUCTION

The purpose of the "Introduction™ and the "Glossary" is to present in a general manner to all IMI2 JU
actions' applicants and participants the specific context of the IMI2 programme. In particular, it intends
to explain the IMI2 programme's industrial co-leadership and the consequences on the way actions are
formed and operate within applicable rules, as established by the IMI2 JU MGA, on the basis of EU
regulations also applicable to IMI2 JU. For more specific guidance the reader should refer to the
annotations of the specific provisions.

The IMI2 JU MGA as well as the relevant legal framework will always prevail.

I. The IMI2 Programme

The Innovative Medicines Initiative 2 (IMI2) is a public-private partnership supported by the European
Union (EU) through Horizon 2020, its framework programme for Research and Innovation!, and the
European Federation of Pharmaceutical Industries and Associations (EFPIA), as a founding member. The
IMI2 JU was established by the Council Regulation No 557/2014 (hereinafter IMI2 JU Regulation)?.

For the implementation of IMI2 a Joint Undertaking (IMI2 JU) is established. The members of the IMI2
JU are the European Union and EFPIA, and can be joined by other partners as Members or Associated
Partners upon approval of the IMI2 JU Governing Board.

IMI2 builds on the previous Innovative Medicines Initiative (IMI1) implemented from 2008 until 2013 with
the support of the EU and EFPIA, and aims at addressing needs that are common to the EU and the
industry by focusing efforts on major public health issues and ensuring a permanent dialogue with
regulatory authorities and patient organisations.

The main policy objectives of this partnership are:

e to support the development and implementation of pre-competitive and non-competitive®
research;

e to support the development and implementation of innovation activities of strategic importance
to the Union’s competitiveness and industrial leadership; and

e to address specific societal challenges, and in particular the challenge to improve European
citizens’ health and well-being.

To that end, IMI2 will more specifically contribute to the following:
e increase the success rate in clinical trials of priority medicines identified by the WHO;

¢ where possible, reduce the time to reach clinical proof of concept in medicine development, such
as for cancer, immunological, respiratory, neurological and neurodegenerative diseases;

e develop new therapies for diseases for which there is a high unmet need such as Alzheimer’s
disease and limited market incentives, such as antimicrobial resistance;

¢ develop diagnostic and treatment biomarkers for diseases clearly linked to clinical relevance and
approved by regulators;

1 Regulation (EU) No 1291/2013 of the European Parliament and of the Council of 11 December 2013 establishing
Horizon 2020 - the Framework Programme for Research and Innovation (2014-2020) and repealing Decision
No 1982/2006/EC Text with EEA relevance, OJ L 347, 20.12.2013, p. 104-173. .

2 Council Regulation (EU) No 557/2014 of 6 May 2014 establishing the Innovative Medicines Initiative 2 Joint
Undertaking Text with EEA relevance, OJ L 169, 7.6.2014, p. 54-76.

3 According to Article 1(e) of the Statutes annexed to the IMI2 JU Regulation, "The IMI2 Joint Undertaking shall
carry out the following tasks: [...] effectively support pre-competitive research and innovation in life sciences
mainly through grants; if clinical trials are necessary, priority shall be given to phases | and Il; phases Il and IV
shall be funded in justified cases where it is demonstrated that unmet medical needs exist, and if they are either
non-competitive or pre-competitive”.
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e reduce the failure rate of vaccine candidates in phase Ill clinical trials through new biomarkers
for initial efficacy and safety checks; and

e improve the current drug development process by providing support for the development of tools,
standards and approaches to assess efficacy, safety and quality of regulated health products.

Il. Implementing the harmonized legal framework established by Horizon 2020

Actions funded by public-private or public-public partnerships supported by Horizon 2020 must comply
with the Horizon 2020 Rules for participation* (Horizon 2020 Rules). The harmonisation of applicable rules
is meant to streamline and ease the participation of European researchers and their organisations across
activities funded or co-funded by the EU, whether operated by the European Commission or by these
partnerships.

However, certain derogations from the Horizon 2020 Rules® are applicable to IMI2 JU actions with regard
to Intellectual Property (IP) and eligibility for funding rules. As a consequence, whilst the Horizon 2020
MGA and the Horizon 2020 AGA form the basis on which the specific IMI2 JU MGA and this IMI2 JU AGA
have been established, some articles — in particular some of those relating to IP - of the IMI2 JU MGA
differ from the provisions of the Horizon 2020 MGA. Consequently, the relevant annotations of the IMI2
JU AGA differ from the respective ones of the Horizon 2020 AGA.

Yet, it must be stressed that harmonisation does not carry with it uniformity: within the established
common legal framework, each research action naturally deploys its own characteristics, whether related
to its specific objectives or perspectives, or to the composition of its consortium. Horizon 2020 Rules
effectively grant beneficiaries all the necessary autonomy to properly reflect these characteristics in their
consortium agreement, and in particular the balance of their common and individual interests. Applicable
rules must therefore be understood in the particular context to which they apply.

Under IMI2, the way consortia are constituted and the way actions® are identified, evolve and are
implemented, reflect the industrial co-leadership of this programme’s objectives, which is based upon the
partnering and co-investment of EFPIA as a founding member with the EU in IMI2 JU. Hence, in addition
to some detailed explanations on IMI2 specific IP rules, the IMI2 JU AGA includes this Introduction which
sets forth, in a general manner, the specific IMI2 context and its expected practical consequences on
some key elements of IMI2 JU actions.

111. The specific Intellectual Property rules under IMI2

Based on the IMI1 experience and in order to maximise the impact of IMI2, and ensure that it meets its
objectives, a number of specific IP rules tailored to the needs of IMI2 JU actions have been set out,
derogating from those of Horizon 2020.

As a consequence, some of the IMI2 applicable IP rules included in the IMI2 JU MGA under "Section 3 —
Rights and obligations related to background and results” (Articles 23(a) to 31), are different from those
applicable to other Horizon 2020 actions. As a result, the corresponding specific annotations in this IMI2
JU AGA also differ from the annotations in the Horizon 2020 AGA.

Furthermore, for common Horizon 2020 IP rules applicable also to IMI2 JU, annotations provided in this
IMI2 JU AGA may slightly differ, in particular regarding the examples provided, in order to better capture
the specifics of IMI2.

4 Regulation (EU) No 1290/2013 of the European Parliament and of the Council of 11 December 2013 laying down
the rules for participation and dissemination in "Horizon 2020 - the Framework Programme for Research and
Innovation (2014-2020)" and repealing Regulation (EC) No 1906/2006, OJ L 347, 20.12.2013, p. 81 — 103.

5 Article 1.3 (c) of the H2020 Rules for Participation as further developed by the Commission Delegated Regulation
(EU) No 622/2014 of 14 February 2014 establishing a derogation from Regulation (EU) No 1290/2013 of the
European Parliament and of the Council laying down the rules for participation and dissemination in ‘Horizon 2020
— the Framework Programme for Research and Innovation (2014-2020)’ with regard to the Innovative Medicines
Initiative 2 Joint Undertaking Text with EEA relevance, OJ L 174, 13.6.2014, p. 7-11. The derogations to H2020
Rules for participation concern certain IPR rules as well as eligibility for funding of participants in IMI2 JU actions,
which is limited to certain categories of participants.

6 Under IMI2 JU an action will typically be a research and innovation action, but may in certain cases also consist
of an innovation action or a coordination and support action.
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Beneficiaries of IMI2 JU actions are expected to carefully read the IMI2 IP rules and their related
explanations, in order to ensure compliance with them.

1V. Partnering with industry

The partnership between the European Union, represented by the European Commission, and industry is
recognised in the IMI2 JU MGA through a reference to the support for the programme coming from Horizon
2020 and from EFPIA as a founding member, as well as from any new potential members and from
Associated Partners, where relevant.

IMI2 JU is a public-private partnership where research related to the future of medicine should be
undertaken in areas where combination of societal, public health and biomedical industry competitiveness
goals requires the pooling of resources and fostering collaboration between the public and private sectors,
with the involvement of small and medium-sized enterprises (SMEs). In most cases, this means that
research consortia are formed by industrial beneficiaries (EFPIA companies and other industrial
beneficiaries) and other relevant partners from academia, SMEs, regulators, patient organisations, etc.”

These industrial beneficiaries will invest resources to co-fund IMI2 JU, as contributors with the EU to the
IMI2 programme. Apart from SMEs and other companies with an annual turnover of EUR 500 million or
less, which comply under certain conditions with the applicable eligibility criteria for funding, EFPIA
companies and, more generally, large industrial beneficiaries with an annual turnover of more than EUR
500 million, do not receive any funding under the IMI2 programme® but may benefit from the more
specific IPR regime applicable under IMI2 JU and the possibility to agree with the other beneficiaries
within the consortium, to consider specific aspects such as scientific project leadership and governance.

It is thus important to acknowledge the significant role that EFPIA beneficiaries/other large industrial
beneficiaries play in the implementation of the IMI2 programme and its priorities. Consortium agreements
should therefore consider addressing specific issues, such as the governance and the scientific project
leadership of the action.

IV.A -Partnering with EFPIA beneficiaries/other large industrial beneficiaries not receiving JU
funding: their rights and obligations

Article 9 of the IMI2 JU MGA sets out rules for the implementation of action tasks by beneficiaries not
receiving JU funding.

Under a Horizon 2020 action, beneficiaries usually receive funding from the EU. Beneficiaries not receiving
funding are an exception. However, under IMI2, the situation is quite the opposite as far as EFPIA
beneficiaries/other large industrial beneficiaries are concerned: usually they will not receive funding and
they contribute with the EU to the funding of the IMI2 programme, whilst e.g. benefitting from the more
specific IPR regime applicable under IMI2 JU MGA®.

Based on Article 9 of the IMI2 JU MGA, those beneficiaries, like any other Horizon 2020 beneficiary not
receiving JU funding, will in particular:

e not have to comply with the conditions related to the eligibility of costs and the calculation of the
IMI2 JU grant;

¢ not have to comply with the conditions pertaining to records and other supporting documentation
for costs;

7 In most cases, IMI2 JU consortia are selected following a two-stage process, whereby IMI2 JU call topics involve
pre-identified potential industrial beneficiaries constituted of EFPIA companies/other large industrial beneficiaries,
which have made a specific commitment in undertaking research and dedicating relevant resources for the
particular call topic and that will not receive JU funding. The call for proposals then aims at identifying other
beneficiaries that will partner with them and receive JU funding. These may also include members of EFPIA, eligible
to receiving JU funding in certain cases.

8 JU-funded beneficiaries may include any EFPIA company if it is an SME or other companies with an annual turnover
of EUR 500 million or less not being an affiliated entity of a company with an annual turnover of more than 500
million; the definition of ‘affiliated entities’ within the meaning of Article 2(1)(2) of Regulation (EU) No 1290/2013
applies mutatis mutandis.

o Commission Delegated Regulation (EU) No 622/2014, see supra footnote 5.

10
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e not have to comply with the specific conditions established in Article 13 related to the selection
of subcontractors;

¢ not have to submit financial reports and convert their costs to Euro;
e not have to comply with some of the IP rules;

e not be subject to rejection of costs, reduction of the grant or recoveries, suspension of the
payment deadline, suspension of payments or financial penalties;

e not be subject to financial checks, reviews and audits;
e not be concerned by Annexes 4, 5 and 6 to IMI2 JU MGA.

Beneficiaries not receiving JU funding will nevertheless comply with the other provisions of the IMI2 JU
MGA, like any other beneficiary. In particular:

e each beneficiary must have a sufficient financial capacity to be able to implement the action and
in particular its allocated work;

e each beneficiary must sign and be party to a grant agreement based on IMI2 JU MGA and a
consortium agreement;

e each beneficiary may be entrusted with the task of coordinator;

e each beneficiary’s budgeted costs will be indicated in Annex 2, although they will not be used to
calculate the IMI2 JU grant.

Where a beneficiary not receiving JU funding, whether it is an EFPIA beneficiary/other large industrial
beneficiary or any other beneficiary, is the coordinator, it must comply with the applicable related
obligations as explained under Article 9.

When a beneficiary eligible for JU funding (the recipient) receives financial transfer counting as financial
contribution to IMI2 Programme from another beneficiary (beneficiary not receiving funding), such
funding will be considered as “JU funding” with regard to the applicable obligations under the GA.
Therefore, such recipient must be considered as a beneficiary receiving JU funding. Consequently, Article
9 does not apply to it. Please also refer to the applicable section of the IMI2 JU Guidelines for reporting
in kind and financial contributions by Members other than the Union and Associated Partners.

1V.B -Partnering with EFPIA beneficiaries/other large industrial beneficiaries not receiving JU
funding: accounting for their contribution to IMI2 JU through projects (on behalf of EFPIA or
new Members other than the Union, or Associated Partners)

EFPIA beneficiaries/other large industrial beneficiaries not receiving JU funding'® participate to their total
contribution to IMI2 JU through the costs they incur in implementing IMI2 JU actions themselves as
Members other than the Union and Associated Partners or through costs incurred by their constituent or
affiliated entities in the meaning of IMI2 JU Regulation'*. In order to account for their contribution to IMI2
JU, these costs will be directly reported on an annual basis to the IMI2 JU, not through individual IMI2 JU
actions. The specific terms for this reporting are agreed separately and outside the IMI2 JU MGA by the
IMI2 JU*2,

The reporting of these contributions (also referred to as in kind contributions) is based on the following
principles, presented hereunder as a matter of transparency for all beneficiaries.

1 These may include beneficiaries potentially eligible to receive JU funding but that did not apply for it.

11 In addition, the contribution can also include costs incurred in relation to advisory groups called Strategic
Governing Groups or “SGGs”

12 In the IMI2 JU Guidelines for reporting in kind and financial contributions by Members other than the Union and
Associated Partners available at:
http://www.imi.europa.eu/sites/default/files/uploads/documents/apply-for-funding/call-
documents/imi2/IMI12_JU_Guidelines_for_reporting_in_kind_and_financial_contributions_by_%20Members_othe
r_%20than_the_%20Union_%20and_%20Associated_Partners_0.pdf.

11
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(1) In accordance with the IMI2 JU Regulation, for the purpose of valuing the in kind contributions, the
costs incurred by such beneficiaries will be determined according to the usual cost accounting practices
of each beneficiary, to the applicable accounting standards of the country where it is established, and to
the applicable International Accounting Standards and International Financial Reporting Standards?3.

(2) These costs will be certified by an independent external auditor appointed by the beneficiary
concerned. The valuation method may be verified by IMI2 JU if there is any uncertainty arising from the
certification. In case of remaining uncertainties, the valuation method may also be audited by IMI2 JU.

Example: if IMI2 JU identifies any special uncertainties after having received the certificate of the
independent external auditor, IMI2 JU can ask the latter how certain costs were certified. If the EFPIA
beneficiary uses average FTE rates when claiming personnel costs the IMI2 JU can ask how this calculation
was done, e.g. if the EFPIA beneficiary uses fully loaded FTE or partly loaded FTE, how one FTE is defined,
etc. Except if needed for the verification of or for the audit of the valuation method, costs as such will not be
audited by IMI2 JU.

(3) Due to the global nature of the participating EFPIA beneficiaries, some elements of their contributions
to actions might be non-EU/H2020 Associated Countries in kind contributions4.

(4) Costs incurred by EFPIA beneficiaries/other large industrial beneficiaries not receiving JU funding and
constituting part of their contribution to IMI2 JU (on behalf of EFPIA or new Members other than the
Union, or Associated Partners) may also include:

e costs they incurred in the action that were paid using financial resources provided to them by
third parties, other than the EU or under any of its programmes or partnerships

Example: an EFPIA beneficiary’s incurred cost for carrying out a clinical study is covered by financial
contributions from third parties.

Instead of in kind contributions, Members other than the Union and Associated Partners or their
constituent or affiliated entities may also provide financial contributions in the meaning of IMI2 JU
Regulation.

Example: an EFPIA beneficiary not receiving JU funding can provide a financial contribution to another
beneficiary receiving JU funding for carrying out actions in accordance with Annex 1. The financial contribution
will be reported as financial contribution by the beneficiary not receiving funding (BNRF) and as a receipt by
the recipient.

Costs incurred by such beneficiaries that are covered by resources provided by IMI2 JU or the EU under
any of its programmes or partnerships, whatever the applicable funding rate, will not be accounted for as
contributions to IMI2 JU.

The same above principles will apply to contributions provided by any Associated Partner to IMI2 JU.
For more detailed information on in kind contribution and financial contribution from IMI2 JU members

other than the Union and Associated Partners please refer to the IMI2 JU Guidelines for reporting in kind
and financial contributions by Members other than the Union and Associated Partners.

1V.C -Partnering with EFPIA beneficiaries/other large industrial beneficiaries not receiving JU
funding: the consortium agreement

As under any Horizon 2020 action, beneficiaries of an IMI2 JU action enjoy an important degree of
autonomy with regard to the organisation of their consortium.

12 For the purpose of reporting the value of in kind contributions to IMI2 JU a beneficiary not receiving JU funding
may opt to apply the eligibility criteria established by the IMI2 JU MGA while ensuring compliance with Article 4.4
of IMI2 JU Regulation.

14 In kind contributions consisting of costs incurred in third countries other than countries associated to Horizon 2020
shall be justified and relevant to the objectives set out in Article 2 of IMI2 Council Regulation, and shall not exceed
30 % of the eligible costs at the level of the IMI2 programme, incurred by the Members other than the Union and
by the Associated Partners (IMI2 Council Regulation, Article 4.2). For more information on in kind and financial
contributions from EFPIA Beneficiaries and more generally members of the the JU and Associated Partners, please
refer to the IMI2 JU Guidelines for reporting in kind and financial contributions by Members other than the Union
and Associated Partners.
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Typically, as established by Article 41.3 of the IMI2 JU MGA, various internal issues are addressed in a
consortium agreement (CA), such as and not limited to:

e the internal organisation or governance of the consortium and the action, including allocation of
scientific tasks among beneficiaries;

e additional rules on rights and obligations related to background and results;
¢ the settlement of internal disputes;

e additional confidentiality provisions between the beneficiaries further to those foreseen in the
IMI2 JU MGA.

Due to the particularities of the IMI2 JU actions, beneficiaries will need to conclude such CA. Hence, they
should in particular reflect upon and address the following additional issues:

e the possibility to appoint a project leader, as further detailed in the following section;

e the consequences of withdrawal of a beneficiary, or the suspension or pre-termination of its
participation or of the action. In addition to liability and financial indemnification for such
situations, the CA should foresee potential mitigation actions or plans to minimise the impact of
such a change on the execution of the action. The CA may even foresee further provisions
regarding joint responsibility for the proper implementation of the action.

There is however a limit to the contractual autonomy of the consortium: nothing in the CA may
contradict provisions of the IMI2 JU MGA.

1V.D -Partnering with EFPIA beneficiaries/other large industrial beneficiaries not receiving JU
funding: project scientific governance and leadership

Project scientific governance and leadership are key elements under the IMI2 programme, as a means to
properly reflect ts industrial co-leadership, and the legitimate interests of EFPIA beneficiaries/other large
industrial beneficiaries not receiving JU funding.

In the spirit of the partnership, and to reflect how IMI2 JU call topics are built on identified scientific
priorities agreed together with EFPIA beneficiaries/large industrial beneficiaries, these beneficiaries intend
to significantly contribute to the programme and project leadership as well as project financial
management.

The final architecture of the full proposal will be defined by the participants in compliance with the IMI2
JU rules and with a view to the achievement of the project objectives. The allocation of a leading role
within the consortium will be discussed in the course of the drafting of the full proposal to be submitted
at stage 2. To facilitate the formation of the final consortium, until the roles are formally appointed
through the consortium agreement, the proposed project leader from among EFPIA beneficiaries/large
industrial beneficiaries shall facilitate an efficient negotiation of project content and required agreements.
All beneficiaries are encouraged to discuss the project architecture and governance and the weighting of
responsibilities and priorities therein.

The division of roles and responsibilities within the consortium is explained under Article 41.2 and 41.3
of the IMI2 JU MGA. In particular:

e all beneficiaries enjoy the same rights and obligations subject to the CA, but the CA may not
contain provisions contrary to the GA, and

e a beneficiary is appointed as coordinator by the consortium, representing the consortium vis-a-
vis IMI2 JU and is therefore entrusted with additional tasks, e.g. the distribution of the JU funding
among eligible beneficiaries.

But coordination does not entail scientific leadership. The consortium still has to further organise its own
specific internal governance, and may opt for approaches ranging from collective management to the
designation of one of the beneficiaries as its project leader. Such a leader may be the coordinator or
another beneficiary.

13
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In IMI2 JU actions, beneficiaries should consider the appointment of a project leader as a key element in
order to ensure a strong scientific coordination and collaboration between the “industrial beneficiaries”
and the “JU-funded beneficiaries”. As it is an important feature reflecting the industrial co-leadership of
IMI2, beneficiaries receiving JU funding should expect EFPIA beneficiaries/other large industrial
beneficiaries not receiving JU funding to request the appointment of a project leader, and moreover claim
that the appointee is one of them.

A project leader could perform a number of tasks on behalf of the consortium, such as, but not limited
to:

e during the call for proposals and selection process, coordinate meetings on and drafting of the
full project proposal;

e work with the beneficiaries on the drafting and negotiation of the CA and other legal agreements
among the beneficiaries;

e work with the beneficiaries to prepare and negotiate any non-disclosure agreements that may be
required for the action.

e act as the key-contact and intermediary for all scientific action governance issues including
external communication, other than the ones entrusted directly to the coordinator, (e.g. with
bodies like EFPIA and its internal working groups, media, etc.);

e support and collaborate with the coordinator on its monitoring activities and the adoption of
appropriate internal measures, to ensure that the beneficiaries are on track with their obligations
regarding budget, delay, deliverables and high scientific quality ;

e review the action deliverables and reports before their submission by the coordinator to the IMI2
Ju.

In accordance with the provisions of the IMI2 JU MGA, the coordinator will remain the central contact
point between the consortium and IMI2 JU, and will be liable for the tasks directly entrusted to him by
the IMI2 JU MGA. The CA may establish additional obligations such as internal validation processes in
relation to these tasks, so as to ensure the proper representation of the consortium.

Should a project leader be appointed, the CA should address its relationship with the coordinator with
respect to their respective tasks, for example the information received from or sent to IMI2 JU on all
issues of interest for the proper scientific management of the action.

14
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GLOSSARY

This Glossary aims at explaining the main terms used in the IMI2 JU MGA and the IMI2 JU AGA. It is
important for participants in an IMI2 JU action to familiarise themselves with the particular characteristics
of IMI2 when engaging in an IMI2 JU action.

Access Rights

The right to use results or background under the terms and conditions laid down in the IMI2 JU MGA.

Accession Form

Document attached as Annex 3 to the IMI2 JU MGA to be signed by each of the beneficiaries (apart from
the coordinator who will sign the IMI2 JU MGAas such) for the undertaking of the action.

Action (also referred to as 'Project’)

All the activities, including research activities, carried out by the beneficiaries as detailed in Annex 1 to
the signed IMI2 JU MGA.

Affiliated Entity
Any legal entity that is under the direct or indirect control of a beneficiary, or under the same direct or
indirect control as the beneficiary, or that is directly or indirectly controlling a beneficiary. Control may,
in particular, take either of the following forms:
(a) the direct or indirect holding of more than 50% of the nominal value of the issued share capital
in the legal entity concerned, or of a majority of the voting rights of the shareholders or associates

of that entity;

(b) the direct or indirect holding, in fact or in law, of decision-making powers in the legal entity
concerned.

The following relationships between legal entities are not in themselves deemed to constitute controlling
relationships:

(a) the same public investment corporation, institutional investor or venture-capital company has
a direct or indirect holding of more than 50 % of the nominal value of the issued share capital or
a majority of voting rights of the shareholders or associates;

(b) the legal entities concerned are owned or supervised by the same public body.

Allocated Work

The research work and the related activities and services allocated to a beneficiary in accordance with
Annex 1 to the IMI2 JU MGA.

IMI2 Annotated Model Grant Agreement (also referred to as 'IMI2 JU AGA’)

The IMI2 JU MGA including guidance and explanations, with an introduction explaining in a general
manner the specifics of IMI2 JU.

Associated Country'®

A third country, which is party to an international agreement with the European Union, as referred to in
Article 7 of the Regulation establishing Horizon 2020.

Associated Partners
A legal entity supporting the IMI2 objectives in its specific areas of research as referred to in the

Regulation establishing IMI2 JU, and which has been accepted as such by the IMI2 JU Governing Board
in accordance with Articles 2 and 3 of the Statutes of the IMI2 JU Regulation.

15 See the complete list at:
http://ec.europa.eu/research/participants/data/ref/h2020/grants_manual/hi/3cpart/h2020-hi-list-ac_en.pdf

15



IMI2 JU AGA — Annotated Model Grant Agreement: V2.2 — 09.10.2019

Background

Any data, know-how or information-whatever its form or nature- tangible or intangible, including any
rights such as intellectual property rights - that is: (a) held by beneficiaries prior to their accession to the
IMI2 JU grant agreement; and (b) needed to implement the action or to exploit the results of the action;
and (c) identified by the beneficiaries in accordance with Article 24 of the IMI2 JU MGA.

Beneficiary (may also be referred to as 'participant’)

A legal entity which has signed the IMI2 JU MGA, or the accession form, with the IMI2 JU. There can be
two types of beneficiaries in an IMI2 JU action, i.e.:

¢ Beneficiaries receiving JU funding;

e Beneficiaries not receiving JU funding, such as in particular those EFPIA beneficiaries not eligible
to receive JU funding or not requesting it.

Beneficiary Not Receiving JU Funding

Beneficiaries not receiving JU funding are the legal entities not eligible for funding (e.g. large companies
with an annual turnover of more than EUR 500 million) or requesting zero JU funding.

‘Beneficiaries not receiving JU funding’ are usually:

e constituent or affiliated entities of the IMI2 JU Members other than the Union (e.g. EFPIA
companies), or of the IMI2 JU Associated Partners, not eligible or not requesting JU funding;

e any other private company having an annual turnover higher than EUR 500 million (i.e. not eligible
for JU funding);

e third country participants (i.e. participants that are neither from an EU Member State nor from a
Horizon 2020 associated country®) that were not granted exceptional JU funding by the JU
(during the selection procedure).

When a beneficiary eligible for IMI2 JU funding receives a financial transfer counting as contribution to
the IMI2 Programme from another beneficiary (beneficiary not receiving funding), such funding will be
considered as “JU Funding” in the context of the applicable obligations under the GA'".

Code of Conduct for the Recruitment of Researchers

A set of general principles and requirements that should be followed by employers and/or funders when
appointing or recruiting researchers. These should ensure observance of values such as transparency of
the recruitment process and equal treatment of all applicants, in particular with regard to the development
of an attractive, open and sustainable European labour market for researchers.

Collaboration Agreement

A ‘collaboration agreement’ is an agreement between the consortium and the beneficiaries of another
complementary JU/Horizon 2020 grant, to coordinate their work under the different GAs. It is purely
internal; the JU/EU is not party and has NO responsibility for them (nor for any adverse consequences).

Complementary Grants

‘Complementary grants’ are different JU grants which are ‘linked’ by the work plan/calls by identifying
them as ‘complementary actions’.

16 For the definition, see Article 2.1(3) Rules for Participation: ‘associated country’ means a third country which is
party to an international agreement with the Union, as identified in Article 7 of Regulation (EU) No 1291/2013.
As far as the financial contributions are concerned, please refer to the applicable section of the IMI2 JU Guidelines
for reporting in kind and financial contributions by Members other than the Union and Associated Partners.
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Coordination Agreement

A ‘coordination agreement’ is an agreement between the consortium and the participants of the third
country/international organisation (I10) action (see Article 2 of IMI2 JU AGA). It is purely internal; the
JU/EU is not party and has NO responsibility for it (or for any adverse consequences).

Confidential Information

Any data, documents or other material (in any form) that is identified as confidential at the time it is
disclosed, in accordance with Article 36 of the IMI2 JU MGA.

Consortium Agreement (also referred to as 'CA’)
The ‘consortium agreement’ is an agreement between members of the consortium, to set out their internal
arrangements for implementing the grant. It is purely internal; the JU is not party and has NO

responsibility for it (nor for any adverse consequences).

Contributions of Members (other than the Union) and Associated Partners to the IMI2 Programme and Its
Joint Undertaking at the Level of the IMI2 JU

The contributions provided by the members of IMI2 JU other than the Union (i.e. EFPIA) and the
Associated Partners, or their constituent or their affiliated entities, consisting of:

e the costs they incur in participating in actions that are not covered by any IMI2 JU grant or the
EU under any of its programmes or partnerships, i.e. in kind contributions;

e the costs they incur in relation to IMI2 JU advisory groups; and

e any financial contributions which may be made in addition to, or instead of in kind contributions.
Coordination and Support Action (also referred to as 'CSA’)
An action consisting primarily of accompanying measures such as standardisation, dissemination,
awareness raising and communication, networking, coordination or support services, policy dialogues and
mutual learning exercises and studies, including design studies for new infrastructure and may also
include complementary activities of networking and coordination between programmes in different
countries.

Coordinator

The beneficiary in charge of the grant administration, to whom are assigned the specific tasks identified
in Article 41.2(b) of the IMI2 JU MGA.

Description of the Action
Annex 1 to the IMI2 JU MGA, which provides the contractual description of the action.
Direct Exploitation

To develop results for commercialisation, including through clinical trials, or commercialising results
themselves.

Dissemination

The public disclosure of the results by any appropriate means (other than resulting from protecting or
exploiting the results), including by scientific publications in any medium.

EFPIA

European Federation of Pharmaceutical Industries and Associations.
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EFPIA Beneficiary®

A member of EFPIA, as defined by its statutes and internal rules, is a constituent or any affiliated entity
of EFPIA, and participating in an IMI2 JU action and regarded as a beneficiary in the case of an IMI2 JU
grant agreement.

EFPIA beneficiaries not receiving JU funding can participate in EFPIA’s contribution to IMI2 JU through the
costs they incur in IMI2 JU actions and that are not covered by the EU under any of its programmes or
partnerships and/or through providing financial contributions and through the costs they incur in advisory
groups called Strategic Governing Groups or “SGGs”*°.

In case the eligibility criteria for JU funding are satisfied, an EFPIA beneficiary may apply and receive JU
funding under an IMI2 JU MGA as a “beneficiary receiving JU funding”?°. In that case its costs covered by
the IMI2 JU contribution or any other Union financial contribution may not be accounted for as an EFPIA
contribution to IMI2 JU.

European Charter for Researchers

A set of general principles and requirements which specifies the roles, responsibilities and entitlements
of researchers as well as of employers and/or funders of researchers. It aims at ensuring that the nature
of the relationship between researchers and employers or funders is conducive to successful performance
in generating, transferring, sharing and disseminating knowledge and technological development, and to
the career development of researchers.

Fair and Reasonable Conditions

The appropriate conditions, including possible financial terms or royalty-free conditions taking into
account the specific circumstances of the request for access, for example the actual or potential value of
the results or background to which access rights are requested and/or the scope, duration or other
characteristics of the research use envisaged.

IMI2 JU Annual Work Plan

The annual document planning and detailing the activities of the IMI2 JU, in particular the calls it shall
launch, similar to the European Commission work programme, and adopted by IMI2 JU.

IMI2 JU Model Grant Agreement (also referred to as IMI2 JU MGA’)

The agreement (including its annexes, and any amendments thereto) signed between the beneficiaries
and the IMI2 JU for the undertaking of an IMI2 JU action.

IMI2 JU

The Innovative Medicines Initiative 2 Joint Undertaking, a Union body established by Council Regulation
(EU) No 557/2014 of 6 May 2014.

Innovation Action (also referred to as 'IA’)

An action primarily consisting of activities directly aimed at producing plans and arrangements or designs
for new, altered or improved products, processes or services. For this purpose they may include
prototyping, testing, demonstrating, piloting, large-scale product validation and market replication.

International European Interest Organisation

An international organisation, the majority of whose members are Member States or Associated Countries,
and whose principal objective is to promote scientific and technological cooperation in Europe.

18 Where a new Member (other than EFPIA) or Associated Partner joins IMI, this definition and related rights and
obligation will apply mutatis mutandis to their beneficiaries, except if otherwise specified.

1% For information on in kind and financial contributions from EFPIA Beneficiaries and more generally members of
the the JU and Associated Partners, please refer to the IMI2 JU Guidelines for reporting in-kind and financial
contributions by Members other than the Union and Associated Partners.

20 See supra footnotes 12 and 13.
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Legal Entity?*

Any natural person or any legal person created and recognised as such under national law, European
Union law or international law, which has legal personality and which may, acting in its own name,
exercise rights and be subject to obligations.

Mid-Sized Companies

Under the IMI2 programme, mid-sized companies are companies with an annual turnover of EUR 500
million or less not being affiliated entities of companies with an annual turnover of more than 500 million;
the definition of ‘affiliated entities’ within the meaning of Article 2(1)(2) of Regulation (EU) No 1290/2013
applies mutatis mutandis. Where established in an EU Member State or an associated country, such
companies, including EFPIA beneficiaries, are eligible for JU funding.

Non-Profit Legal Entity

A legal entity which by its legal form is non-profit-making, or which has a legal or statutory obligation not
to distribute profits to its shareholders or individual members.

Participants’ Guarantee Fund

A safeguard mechanism that mitigates the risk associated to the amounts due and not reimbursed by a
defaulting beneficiary receiving JU funding.

Project Deliverables (also referred to as 'Deliverables’)

A distinct output of the action, meaningful in terms of the action’s overall objectives and constituted by a
report, a document, a technical diagram, a software, etc. These may be further divided into meaningful
interim outputs, particularly if the final deliverables are few and can only be achieved over several years.

Project Leader

A beneficiary, in charge of the project scientific governance and leadership (see also the introduction), as
may be further detailed in Annex 1 to the IMI2 JU MGA and the CA.

Project Milestones (also referred to as 'Milestones’)
A scheduled event that marks a key event or series of events within an action.

It is often reached at the end of a stage to mark the completion of a major deliverable, which marks the
transition of the action from one phase to another. Milestones ensure risk management and corrective
actions can be taken, if deliverables cannot be completed on time or highlight, if the work plan should be
adapted to reflect the outcome of the milestone. Milestones are measurable and observable and serve as
progress markers (flags).

Project milestones, if any, may be referred to by the IMI2 JU when managing an action. Should a periodic
report demonstrate that one or more important milestones were not reached, thus questioning the final
positive outcome of the action, the IMI2 JU may reject these reports and request the missing or additional
work to be performed, and may therefore retain the periodic payment.

If provided in the consortium agreement (=negotiated and agreed by all beneficiaries) projects milestones
may also be used by the consortium to define and schedule critical success criteria necessary to be
achieved. Based on this the consortium may also organise the way in which the coordinator releases to
beneficiaries the JU funding received.

Project Objectives (also referred to as 'Action Objectives’)

The objectives which are defined in Annex | of the IMI2 JU MGA.

Research and Innovation Action (also referred to as 'RIA’)

An action primarily consisting of activities aiming to establish new knowledge and/or to explore the
feasibility of a new or improved technology, product, process, service or solution. For this purpose they

21 Any legal entity can participate in an IMI2 JU Project but the rules to be eligible for receiving JU funding under
IMI2 JU differ from those of Horizon 2020 (see Article 1 of the Delegated Act 622/2014 referred to in footnote 5).
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may include basic and applied research, technology development and integration, testing and validation
on a small-scale prototype in a laboratory or simulated environment.

Projects may contain closely connected but limited demonstration or pilot activities aiming to show
technical feasibility in a near to operational environment.

This is the typical kind of action under IMI2 JU.
Research Infrastructures

Facilities, resources and services that are used by the research communities to conduct research and
foster innovation in their fields. Where relevant, they may be used beyond research, e.g. for education
or public services. They include: major scientific equipment (or sets of instruments); knowledge-based
resources such as collections, archives or scientific data; e-infrastructures such as data and computing
systems and communication networks; and any other infrastructure of a unique nature essential to
achieve excellence in research and innovation. Such infrastructures may be 'single-sited’, 'virtual' or
‘distributed'.

Research Use

The use of results or background needed to use results, for all purposes other than for completing the
action or for direct exploitation and which includes but is not limited to the application of results as a tool
for research, including clinical research and trials and which directly or indirectly contributes to the
objectives set out in the societal challenge health, demographic change and well-being referred to in the
Regulation establishing Horizon 2020.

Restricted Call

A follow up IMI2 JU call to which application is restricted to those consortia selected under an earlier IMI2
JU call. The relevant Annual Work Plan/earlier IMI2 JU call must have pre-informed potential applicants
about the possibility of such a later restricted call that would have as its objective the enhancement of
initial project results and achievements, if exceptionally needed.

When applying to the restricted follow up call, the consortium will be entitled to open to other beneficiaries
as appropriate. The detailed scope of the restricted Call shall be duly justified and described in the relevant
Annual Work Plan.

Results

Any tangible or intangible output of the action, such as data, knowledge or information, that is generated
in the action, whatever its form or nature, whether or not it can be protected, as well as any rights
attached to it, including intellectual property rights. Results do not include any sideground.

Sideground

Tangible or intangible output generated by a beneficiary under the action, such as data, knowledge and
information whatever their form or nature, whether or not they can be protected, but which are outside
of the action objectives as defined in the grant agreement and which therefore are not needed for
implementing the action or for research use of results.

SME

Micro-, small- and medium-sized enterprises, as defined in the Commission Recommendation on SMEs?2.
Such companies, including EFPIA companies, if any, are eligible for JU funding?3.

Subcontractor

A third party which has entered into an agreement on business conditions with one or more beneficiaries,
in order to carry out a certain limited part of the work of the action, described in the technical annex.

Third Country

A country which is not a Member State of the European Union.

22 Commission Recommendation 2003/361/EC of 6 May 2003, OJ L 124, 20.5.2003, p. 36.
28 See supra footnote 12.
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Third Party

Any legal entity which is not a party to the signed IMI2 JU MGA, including a legal entity only providing
resources to a beneficiary.

Work Package(s)

A sub-division of the action as described in Annex | to the IMI2 JU MGA and "Work Package Leader(s)”
shall be the leader(s) of the Work Package.
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IMI2Z JU MODEL GRANT AGREEMENT ((IMI2 JU MGA)
ANNOTATIONS

The IMI2 JU Model Grant Agreement (IMI2 JU MGA) is used for grants for ‘research and innovation actions
(RIA)’, ‘innovation actions (1A)’ and ‘coordination and support actions (CSA)’.
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GRANT AGREEMENT
NUMBER [insert number] — [insert acronym]|
This Agreement (‘the Agreement’) is between the following parties:
on the one part,

The Innovative Medicines Initiative 2 Joint Undertaking (‘the JU’), represented for the purposes of signature
of this Agreement by the JU Executive Director or his/her representative, [forename and surname],

and

on the other part,

1. ‘the coordinator’:

[full official name (short name)], established in [official address in full], [OPTION for beneficiaries with
VAT: VAT number [insert number],] [OPTION for coordinators not receiving JU funding: as ‘beneficiary

not receiving JU funding’ (see Article 9),] represented for the purposes of signing the Agreement by [function,
forename and surname]

and the following other beneficiaries, if they sign their ‘Accession Form’ (see Annex 3 and Article 56):

2. [full official name (short name)], established in [official address in full], [OPTION for beneficiaries with
VAT: VAT number [insert number],]

[OPTION for beneficiaries not receiving JU funding: X. [full official name (short name)], established in
[official address in full], [OPTION for beneficiaries with VAT: VAT number [insert number],] as ‘beneficiary
not receiving JU funding’ (see Article 9),]
[same for each beneficiary]
Unless otherwise specified, references to ‘beneficiary’ or ‘beneficiaries’ include the coordinator.
The parties referred to above have agreed to enter into the Agreement under the terms and conditions below.
The JU receives contributions from the European Union’s Horizon 2020 research and innovation programme
and support from [insert names of the JU Members other than the Union][OPTION for grant agreements
where associated partners are involved: and from [insert name(s) of the associated partner(s)]].
By signing the Agreement or the Accession Form, the beneficiaries accept the grant and agree to implement it
under their own responsibility and in accordance with the Agreement, with all the obligations and conditions it
sets out.
The Agreement is composed of:
Terms and Conditions
Annex 1 Description of the action
Annex 2 Estimated budget for the action

2a Additional information on the estimated budget

Annex 3 Accession Forms

[OPTION to be used if Article 14 applies and if joint and several liability has been requested by the JU: 3a
Declaration on joint and several liability of linked third parties]
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Annex 4 Model for the financial statements
Annex 5 Model for the certificate on the financial statements

Annex 6 Model for the certificate on the methodology

! The person representing the JU must be an authorising officer .

N
||

1. Participants: Coordinator — Beneficiaries — Linked 