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Dear Madam Chair, 

At its meeting of 17 December 2013, the Legal Affairs Committee decided to take up on its 

own initiative, under Rule 37(3) of Parliament's Rules of Procedure, the question of whether 

the legal basis for the proposal for the Innovative Medicines Initiative 2 Joint Undertaking 

should be left unaltered or whether the legal basis should be changed to Articles 168(5), 183 

and 184 TFEU as proposed in amendment 64 to the draft report in your committee. 

 

I. Background 

 

On 10 July 2013 the Commission published a proposal for a Regulation on the Innovative 

Medicines Initiative 2 Joint Undertaking (IMI2). The proposal is part of the implementation 

of Horizon 2020, EU's framework programme for research and innovation covering the period 

from 2014 to 2020 

 

The Committee on Industry, Research and Energy is currently considering the proposal and 

an amendment has been tabled to the Committee's draft report seeking to change the legal 

basis of the proposed Regulation from Articles 187 and 188 TFEU to Articles 168(5), 183 and 

184 TFEU. 
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1. The proposal 

The proposed Regulation would establish a joint undertaking for a period from 1 January 

2014 until 31 December 2024 for the implementation of the Joint Technology Initiative on 

Innovative Medicines in the context of the Horizon 20120 framework programme for 

research. 

 

The IMI2 is intended as the successor of IMI1, a Joint Technology Initiative set up under the 

7th Framework Programme, but, as the rapporteur in ITRE points out, "with a different scope: 

from pre-competitive biomedical research the focus will shift to public health. By doing so 

IMI2 will widen its agenda to encompass the whole cycle of innovation, bringing on board 

other life science industries, and covering not only research, but also the commercialisation of 

innovative medicines".   

 

 

Article 1 of the proposal establishes the IMI2 as a joint undertaking and reads as follows: 

 

Article 1 

Establishment 

1. For the implementation of the Joint Technology Initiative on Innovative Medicines, a joint 

undertaking within the meaning of Article 187 of the Treaty (hereinafter ''IMI2 Joint 

Undertaking''), is established for a period from 1 January 2014 until 31 December 2024. 

 

2. The IMI2 Joint Undertaking shall replace and succeed the IMI Joint Undertaking as 

established by Regulation (EC) No 73/2008. 

 

3. The IMI2 Joint Undertaking shall constitute a body entrusted with the implementation of a 

public-private partnership referred to in Article 209 of Regulation (EU, Euratom) No 

966/2012. 

 

4. The IMI2 Joint Undertaking shall have legal personality. In each of the Member States, it 

shall have the most extensive legal capacity accorded to legal persons under the laws of those 

Member States. It may, in particular, acquire or dispose of movable and immovable property 

and may be party to legal proceedings. 

 

5. The seat of the IMI2 Joint Undertaking shall be located in Brussels, Belgium. 

 

6. The Statutes of the IMI2 Joint Undertaking are set out in the Annex. 

 

 

Article 2 of the proposal establishes the objectives of IMI2 as follows: 

 

Article 2 

Objectives 

 

The IMI 2 Joint Undertaking shall have the following objectives: 

 

(a)  to contribute to the implementation of Regulation (EU) No […]/2013/EU [the 

Horizon 2020 Framework Programme], in particular part … of Decision (EU) No 
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[…]/2013/EU [the Specific Programme implementing the Horizon 2020 Framework 

Programme], and in particular to improving European citizens' health and wellbeing. 

 

(b)  to contribute to the objectives of the Joint Technology Initiative on Innovative 

Medicines, in particular to: i) increase the success rate in clinical trials of priority medicines 

identified by the World Health Organisation; 

 

ii) reduce the time to reach clinical proof of concept in medicine development, such as 

for immunological, respiratory, neurological and neurodegenerative diseases; 

 

iii) 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; 

 

iv) develop diagnostic and treatment biomarkers for diseases clearly linked to clinical 

relevance and approved by regulators; 

 

v) reduce the failure rate of vaccine candidates in phase III clinical trials through new 

biomarkers for initial efficacy and safety checks; 

 

vi) 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. 

 

2. The proposed legal bases 

 

a) Legal basis of the proposal 

 

The legal basis of the proposal is Article 188(1) TFEU, according to which the Council, on a 

proposal from the Commission and after consulting the European Parliament can adopt 

provisions referred to in Article 187 TFEU. The latter article provides that the Union may set 

up joint undertakings for the purpose of implementing the Union's research programmes. 

Articles 187 and 188 TFEU read as follows: 

 

Article 187  

(ex Article 171 TEC)  

 

The Union may set up joint undertakings or any other structure necessary for the efficient 

execution of Union research, technological development and demonstration programmes.  

 

Article 188  

(ex Article 172 TEC)  

 

The Council, on a proposal from the Commission and after consulting the European 

Parliament and the Economic and Social Committee, shall adopt the provisions referred to in 

Article 187.  

 

The European Parliament and the Council, acting in accordance with the ordinary legislative 

procedure and after consulting the Economic and Social Committee, shall adopt the 
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provisions referred to in Articles 183, 184 and 185. Adoption of the supplementary 

programmes shall require the agreement of the Member States concerned.  

 

b) Proposed change of the legal basis 

 

Amendment 64 tabled by Michèle Rivasi to the Draft Report by Teresa Riera Madurell in the 

Committee on Industry, Research and Energy seeks to replace the legal basis proposed by the 

Commission by Article 168(5) TFEU, which provides for the adoption of incentive measures 

for the protection and improvement of human health, and Articles 183 and 184 TFEU, which 

concern the implementation of multiannual framework programmes and supplementary 

programmes to these framework programmes, respectively. The articles read as follows: 

Article 168  

(ex Article 152 TEC)  

5. The European Parliament and the Council, acting in accordance with the ordinary 

legislative procedure and after consulting the Economic and Social Committee and the 

Committee of the Regions, may also adopt incentive measures designed to protect and 

improve human health and in particular to combat the major cross-border health scourges, 

measures concerning monitoring, early warning of and combating serious cross-border 

threats to health, and measures which have as their direct objective the protection of public 

health regarding tobacco and the abuse of alcohol, excluding any harmonisation of the laws 

and regulations of the Member States.  

 

Article 183  

(ex Article 167 TEC)  

 

For the implementation of the multiannual framework programme the Union shall:  

— determine the rules for the participation of undertakings, research centres and universities,  

— lay down the rules governing the dissemination of research results.  

 

Article 184  

 

(ex Article 168 TEC)  

 

In implementing the multiannual framework programme, supplementary programmes may be 

decided on involving the participation of certain Member States only, which shall finance 

them subject to possible Union participation.  

The Union shall adopt the rules applicable to supplementary programmes, particularly as 

regards the dissemination of knowledge and access by other Member States. 

 

II. Analysis  

 

1. Principles established by the Court 

 

The case law of the Court of Justice as regards the choice of the correct legal basis is well 

established. The Court has emphasised that the choice is of constitutional importance in view 
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of the consequences of the legal basis in terms of competence and procedure1. Thus, under 

Article 13(2) TEU, each institution is to act within the limits of the powers conferred upon it 

by the Treaty2.  

 

Furthermore, the Court has stressed that "the choice of legal basis for a [Union] measure must 

rest on objective factors amenable to judicial review, including in particular the aim and the 

content of the measure".3 If an act pursues a twofold purpose or has a twofold component and 

if one of those is identifiable as the main or predominant purpose or component, whereas the 

other is merely incidental, that measure must be based on a single legal basis, namely that 

required by the main or predominant purpose or component.4  

 

A dual legal basis can only be used if a measure simultaneously pursues a number of 

objectives or has several linked components, without one being secondary and indirect in 

relation to the other,5 under the condition that the procedures laid down for each legal basis 

are not incompatible.6  

 

2. Commission choice of legal basis 

 

The Explanatory Memorandum states, under the heading "Legal basis", that "(T)he proposal 

is based on Article 187 of the Treaty on the Functioning of the European Union." While 

Article 187 TFEU cannot, strictly speaking, serve as a legal basis, as it does not provide for 

any procedure for the adoption of legal acts, it is clear from the first citation of the proposal 

that the intended procedural legal basis is Article 188(1) TFEU, which allows for the 

establishment of  joint undertakings referred in Article 187. Furthermore, Article 1 of the 

proposed regulation explicitly states that that "a joint undertaking within the meaning of 

Article 187 of the Treaty" is established.  

 

This legal basis corresponds to the legal basis of IMI1, that is, Articles 171 and 172 of the 

Treaty establishing the European Community, which articles have been replaced with 

unchanged content by Articles 187 and 188(1) TFEU.7  

 

3. The alternative legal bases proposed 

 

Bearing in mind that the measure to be adopted is a 'joint undertaking' one must conclude that 

neither Article 183 TFEU nor Article 184 TFEU appear appropriate as references. Measures 

adopted under Article 183 TFEU supplement, rather than provide an alternative to, joint 

undertakings established with reference to Article 187 TFEU.  Article 184 TFEU concerns 

"supplementary programmes", "involving the participation of certain Member States only", 

                                                 
1 Opinion 2/00 Carthagna Protocol [2001] E.C.R. I-9713, para. 5; Case C-370/07 Commission v. Council [2009] 

E.C.R. I-8917, paras 46-49; Opinion 1/08, General Agreement on Trade in Services [2009] ECR I-11129, para. 

110. 
2 Case C-403/05 Parliament v. Commission [2007] E.C.R. I-9045, para. 49, and the case-law cited therein. 
3 See most recently Case C-137/12, Commission v Council, judgment (Grand Chamber) of  22 October 2013.  
4  See, ibid, para 53 and the case-law cited. 
5 Case C-441/06 Commission v Parliament and Council, [2007] ECR I-8887, para. 47. 
6   Case C-300/89 Commission v Council ("Titanium dioxide") [1991] ECR I-2867, paras. 17-25. 
7 See Council Regulation (EC) No 73/2008 of 20 December 2007 setting up the Joint Undertaking for the 

implementation of the Joint Technology Initiative on Innovative Medicines, L 30, 4.2.2008, p. 38.. 



 

PE526.132v01-00 6/7 AL\1013648EN.doc 

EN 

which the participating Member States a priori finance themselves. Nothing, besides 

Amendment 64 seeking to change the legal basis suggests that the proposal, or the 

amendments tabled to it, aim at establishing such a 'supplementary programme'. 

 

4. Possibility of dual legal basis 

 

It remains to consider whether Article 188, first paragraph, could be supplemented by Article 

168, fifth paragraph, which provides for the adoption, under the ordinary legislative procedure 

of "incentive measures designed to protect and improve human health and in particular to 

combat the major cross-border health scourges, measures concerning monitoring, early 

warning of and combating serious cross-border threats to health /../." According to settled case 

law this requires an analysis of, in particular, "the aim and the content of the measure." 

 

5. Objective and content of the proposed regulation 

 

The immediate aim of the proposal is, as is clear from Article 1 of the proposed Regulation, to 

establish a joint undertaking. According to Article 2, which establishes the objectives of IMI2, 

its aim is to contribute "in particular to improving European citizens' health and wellbeing".  

 

However, even though the Treaty of Lisbon did introduce some new elements of competence 

for the Union in the field of public health, such as paragraph 5 of Article 168 TFEU, it must 

be concluded that this does not provide an appropriate second legal basis for the proposed 

regulation.   

 

While the provision allows for the adoption in accordance with the ordinary legislative 

procedure of "incentive measures designed to protect and improve human health" the 

provision specifies that this should be done "in particular to combat the major cross-border 

health scourges, measures concerning monitoring, early warning of and combating serious 

cross-border threats to health, and measures which have as their direct objective the protection 

of public health regarding tobacco and the abuse of alcohol, excluding any harmonisation of 

the laws and regulations of the Member States."  

 

 

III. Conclusion and recommendation 

At its meeting of 17 December 2013 the Committee on Legal Affairs accordingly decided, 

unanimously1, to recommend the following: Article 187 TFEU and Article 188 TFEU, first 

paragraph constitute the correct legal basis for the proposal for a Regulation on the Innovative 

Medicines Initiative 2 Joint Undertaking (IMI2). 

 

                                                 
1 The following were present for the final vote: Klaus-Heiner Lehne (Chair), Evelyn Regner (Vice-Chair), 

Raffaele Baldassarre (Vice-Chair), Françoise Castex (Vice-Chair), Sebastian Valentin Bodu (Vice-Chair), Axel 

Voss (rapporteur), Christian Engström, Marielle Gallo, Giuseppe Gargani, Lidia Joanna Geringer de Oedenberg, 

Eva Lichtenberger, Antonio López-Istúriz White, Antonio Masip Hidalgo, Alajos Mészáros, Bernhard Rapkay, 

Dimitar Stoyanov, József Szájer, Rebecca Taylor, Alexandra Thein, Cecilia Wikström, Tadeusz Zwiefka, and 

Silvia Costa, Jürgen Klute, Kay Swinburne (pursuant to Rule 187(2)). 
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Yours sincerely, 

Klaus-Heiner Lehne  

 


