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Dear Mr Chair,

By letter of 29 January 2009, the Chair of the Committee on the Environment, Public Health 
and Food Safety has consulted the committee pursuant to Rule 35 of the Rules of Procedure 
on the legal basis for the above-mentioned proposal.

The committee considered the above question at its meeting of 12 February 2009.

Amendments have been tabled in the Environment Committee to change the legal basis from 
Article 95 of the EC Treaty to Article 152; Articles 16 and 152; Articles 42, 152 and 308; 
Articles 137 and 152, or Articles 95 and 152.

This question may be analysed as follows, starting from the principles set out in the case-law 
of the Court of Justice.

As we know, every Community legislative act has to have a legal basis specifying the 
competences conferred on the Community and indicating the type of act that may be adopted 
and the procedure to be followed for its adoption.

In opinion No 2/00 of 6 December 20011 on the choice of legal basis for the conclusion of an 

                                               
1[2001] ECR.I-9713. 
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international agreement (specifically, the Cartagna Protocol), the Court of Justice put the 
matter clearly as follows:

"The choice of the appropriate legal basis has constitutional significance. Since the 
Community has conferred powers only, it must tie the Protocol to a Treaty provision which 
empowers it to approve such a measure. To proceed on an incorrect legal basis is therefore 
liable to invalidate the act concluding the agreement and so vitiate the Community's consent 
to be bound by the agreement it has signed. That is so in particular where the Treaty does not 
confer on the Community sufficient competence to ratify the agreement in its entirety, a 
situation which entails examining the allocation as between the Community and the Member 
States of the powers to conclude the agreement that is envisaged with non-member countries, 
or where the appropriate legal basis for the measure concluding the agreement lays down a 
legislative procedure different from that which has in fact been followed by the Community 
institutions." (emphasis supplied)

On the one hand, the Court points to the "constitutional significance" of the choice of legal 
basis given that the Community is not a legal order with general ends, but is governed by the 
principle of conferral of powers. On the other hand, the Court is at pains to point to the 
problem where there is no legal basis capable of covering the Community action (where there 
is not "sufficient competence") or where changing the legal basis results in a change in the 
procedure for adoption. An eloquent example can be found in the Opinion of Advocate 
General Jacobs of 15 November 2001 in Case C-314/99 Netherlands v. Commission1, where 
the change in the legal basis would have meant that the act would have had to have been 
adopted using a different procedure than the one by which it was actually adopted. 

In that case, as Parliament's Legal Service also pointed out in the British American Tobacco 
case2, an error as to the legal basis is more than a purely formal defect when it gives rise to 
irregularity in the procedure applicable to the adoption of the act and can result in its 
annulment, since it partakes of its substance, causing it to be unlawful.

According to the Court of Justice the choice of legal basis is not a subjective one, but "must 

                                                                                                                                                  
Online: http://curia.europa.eu/jurisp/cgi-
bin/form.pl?lang=en&newform=newform&jurcdj=jurcdj&docav=docav&alldocnorec=alldocnorec&docnoj=doc
noj&docnoor=docnoor&typeord=ALL&docnodecision=docnodecision&allcommjo=allcommjo&affint=affint&a
ffclose=affclose&numaff=2%2F00&ddatefs=&mdatefs=&ydatefs=&ddatefe=&mdatefe=&ydatefe=&nomusuel
=&domaine=&mots=&resmax=100&Submit=Submit
1 [2002] ECR I-05521.
online: http://eur-
lex.europa.eu/Notice.do?val=353903:cs&lang=it&list=449394:cs,335881:cs,250906:cs,353903:cs,250621:cs,25
0591:cs,250603:cs,242077:cs,242014:cs,234659:cs,&pos=4&page=1&nbl=26&pgs=10&hwords=base%20giuri
dica~&checktexte=checkbox&visu=#texte

2 Case C-491/2001 The Queen v Secretary of State for Health, ex parte British American 
Tobacco (Investments) Ltd and Imperial Tobacco Ltd  [2002] ECR I-11453. 
Online:
http://eur-
lex.europa.eu/Notice.do?val=264374:cs&lang=it&list=405672:cs,287495:cs,264374:cs,132861:cs,&pos=3&pag
e=1&nbl=4&pgs=10&hwords=british%20american%20tobacco~&checktexte=checkbox&visu=#texte
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be based on objective factors which are amenable to judicial review"1, such as the aim and 
content of the measure in question2. Furthermore, the decisive factor should be the main 
object of a measure.3

According to the case-law of the Court of Justice, a general Treaty article constitutes a 
sufficient legal basis even though the measure in question also seeks, in a subordinate manner, 
to attain an aim sought by a specific Treaty article4.

However, if the view were to be taken that the two aims are indissolubly linked with each 
other without one being secondary and indirect in respect of the others, it might be considered 
that two legal bases would have to be used5. 

The long and short of all this is that the Court's preference is for a single legal basis, except 
where a given instrument has two equal-ranking aims. 

In this case, the legal basis chosen by the Commission is Article 95 of the EC Treaty6. 

                                               
1 Case 45/86, Commission v. Council [1987] ECR 1439, para. 5.
2 Case C-300/89, Commission v. Council [1991] ECR I-287, para. 10.
3 Case C-377/98, Netherlands v. European Parliament and Council [2001] ECR I-7079, para. 27.
4 Case C-377/98 Netherlands v. European Parliament and Council [2001] ECR I-7079, paras 27-28; Case C-
491/01 British American Tobacco (Investments) and Imperial Tobacco [2002] ECR I-11453, paras 93-94.
5 Case C-165/87 Commission v. Council [1988] ECR 5545, para. 11.
6 Article 95

1. By way of derogation from Article 94 and save where otherwise provided in this Treaty, the following 
provisions shall apply for the achievement of the objectives set out in Article 14. The Council shall, acting in 
accordance with the procedure referred to in Article 251 and after consulting the Economic and Social 
Committee, adopt the measures for the approximation of the provisions laid down by law, regulation or 
administrative action in Member States which have as their object the establishment and functioning of the 
internal market.

2. Paragraph 1 shall not apply to fiscal provisions, to those relating to the free movement of persons nor to those 
relating to the rights and interests of employed persons.

3. The Commission, in its proposals envisaged in paragraph 1 concerning health, safety, environmental 
protection and consumer protection, will take as a base a high level of protection, taking account in particular of 
any new development based on scientific facts. Within their respective powers, the European Parliament and the 
Council will also seek to achieve this objective.

4. If, after the adoption by the Council or by the Commission of a harmonisation measure, a Member State 
deems it necessary to maintain national provisions on grounds of major needs referred to in Article 30, or 
relating to the protection of the environment or the working environment, it shall notify the Commission of these 
provisions as well as the grounds for maintaining them.

5. Moreover, without prejudice to paragraph 4, if, after the adoption by the Council or by the Commission of a 
harmonisation measure, a Member State deems it necessary to introduce national provisions based on new 
scientific evidence relating to the protection of the environment or the working environment on grounds of a 
problem specific to that Member State arising after the adoption of the harmonisation measure, it shall notify the 
Commission of the envisaged provisions as well as the grounds for introducing them.

6. The Commission shall, within six months of the notifications as referred to in paragraphs 4 and 5, approve or 
reject the national provisions involved after having verified whether or not they are a means of arbitrary 
discrimination or a disguised restriction on trade between Member States and whether or not they shall 

Adlib Express Watermark



PE420.157v01-00 4/10 AL\768989EN.doc

EN

The Commission justifies its choice of legal basis in a detailed discussion of the general legal 
aspects of the proposal. It sets out to establish a general legislative framework for cross-
border healthcare consisting of (a) principles common for all the healthcare systems in the 
EU, (2) a specific framework for cross-border healthcare, and (3) forms of European 
cooperation on healthcare. In the final analysis, the objective is "to establish a general 
framework for provision of safe, high quality and efficient cross-border healthcare in the 
European Union and to ensure free movement of health services and a high level of health 
protection, whilst fully respecting the responsibilities of the Member States for the 
organisation and delivery of health services and medical care". 

Various amendments have been moved to the legal basis. It now falls to consider them.

First and foremost, it is necessary to consider Article 152, which has been proposed either 
alone or in conjunction with other articles.

(a) Article 1521 as the sole legal basis:
                                                                                                                                                  
constitute an obstacle to the functioning of the internal market.

In the absence of a decision by the Commission within this period the national provisions referred to in 
paragraphs 4 and 5 shall be deemed to have been approved.
When justified by the complexity of the matter and in the absence of danger for human health, the Commission 
may notify the Member State concerned that the period referred to in this paragraph may be extended for a 
further period of up to six months.

7. When, pursuant to paragraph 6, a Member State is authorised to maintain or introduce national provisions 
derogating from a harmonisation measure, the Commission shall immediately examine whether to propose an 
adaptation to that measure 

8. When a Member State raises a specific problem on public health in a field which has been the subject of prior 
harmonisation measures, it shall bring it to the attention of the Commission which shall immediately examine 
whether to propose appropriate measures to the Council.

9. By way of derogation from the procedure laid down in Articles 226 and 227, the Commission and any Member 
State may bring the matter directly before the Court of Justice if it considers that another Member State is 
making improper use of the powers provided for in this Article. 

10. The harmonisation measures referred to above shall, in appropriate cases, include a safeguard clause 
authorising the Member States to take, for one or more of the non-economic reasons referred to in Article 30, 
provisional measures subject to a Community control procedure. (emphasis supplied)
1 Article 152 reads as follows:

1. A high level of human health protection shall be ensured in the definition and implementation of all 
Community policies and activities.

Community action, which shall complement national policies, shall be directed towards improving public health, 
preventing human illness and diseases, and obviating sources of danger to human health. Such action shall 
cover the fight against the major health scourges, by promoting research into their causes, their transmission 
and their prevention, as well as health information and education.

The Community shall complement the Member States' action in reducing drugs-related health damage, including 
information and prevention.
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Although this article deals with public health, the scope of the measures which may be 
adopted in reliance on it is limited. Whilst paragraph 1 gives the Community competence to 
take action "towards improving public health, preventing human illness and diseases, and 
obviating sources of danger to human health", this competence is clearly stated to be 
complementary to national policies. It is further qualified in the following terms: "Such action 
shall cover the fight against the major health scourges, by promoting research into their 
causes, their transmission and their prevention, as well as health information and education. 
The Community shall complement the Member States' action in reducing drugs-related health 
damage, including information and prevention." Article 152(2) refers to cooperation between 
the Member States in these areas, supporting their action and coordination of national policies 
and programmes, whilst Article 152(3) deals with fostering cooperation with third countries 
and the competent international organisations in the sphere of public health.

The sole legislative competence entailing the codecision procedure is that provided for in 
Article 152(4), which provides that, in order to contribute to the achievement of the objectives 
to which we have referred, measures can be adopted setting high standards of quality and 
safety of organs and substances of human origin, blood and blood derivatives together with 
measures in the veterinary and phytosanitary fields which have as their direct objective the 
protection of public health and incentive measures designed to protect and improve human 
health, excluding any harmonisation of the laws and regulations of the Member States. It is 
further noted that the Council may adopt recommendations.
                                                                                                                                                  
2. The Community shall encourage cooperation between the Member States in the areas referred to in this 
Article and, if necessary, lend support to their action.

Member States shall, in liaison with the Commission, coordinate among themselves their policies and 
programmes in the areas referred to in paragraph 1. The Commission may, in close contact with the Member 
States, take any useful initiative to promote such coordination.

3. The Community and the Member States shall foster cooperation with third countries and the competent 
international organisations in the sphere of public health.

4. The Council, acting in accordance with the procedure referred to in Article 251 and after consulting the 
Economic and Social Committee and the Committee of the Regions, shall contribute to the achievement of the 
objectives referred to in this Article through adopting:

(a) measures setting high standards of quality and safety of organs and substances of human origin, blood and 
blood derivatives; these measures shall not prevent any Member State from maintaining or introducing more 
stringent protective measures;

(b) by way of derogation from Article 37, measures in the veterinary and phytosanitary fields which have as their 
direct objective the protection of public health;

(c) incentive measures designed to protect and improve human health, excluding any harmonisation of the laws 
and regulations of the Member States. 

The Council, acting by a qualified majority on a proposal from the Commission, may also adopt 
recommendations for the purposes set out in this Article.

5. Community action in the field of public health shall fully respect the responsibilities of the Member States for 
the organisation and delivery of health services and medical care. In particular, measures referred to in 
paragraph 4(a) shall not affect national provisions on the donation or medical use of organs and blood.
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Typical measures adopted in recent years using the legal basis of Article 152 include laying 
down health rules as regards animal by-products not intended for human consumption 
(COD/2008/0110); placing on the market and use of (animal) feed (COD/2008/0050); laying 
down a prohibition on the use in stockfarming of certain substances having a hormonal or 
thyreostatic action and of beta agonists (COD/2007/012), and laying down Community 
procedures for the establishment of residue limits of pharmacologically active substances in 
foodstuffs of animal origin (COD/2007/0064), to name just a few typical examples. 

The aim of the proposed directive on patients' rights has to do with establishing a general 
legislative framework for cross-border healthcare and has little or nothing to do with 
improving public health, preventing human illness and diseases, and obviating sources of 
danger to human health, being concerned with how cross-border healthcare should be 
organised and operate. Article 152 is therefore out of the question as the sole legal basis. The 
incompatibility of the objects of the proposed directive with Article 152 is further underscored 
by the fact that that article goes out of its way to exclude any harmonisation of the laws and 
regulations of the Member States when it comes to incentive measures designed to protect and 
improve human health, the only aspect of Article 152 which has a link, albeit an extremely 
tenuous one with the object of the Commission's proposal.

The question arises as to whether the adoption of amendments in the Environment Committee 
would be such as the change the centre of gravity of the proposed directive to such an extent 
as to warrant a change in the legal basis to Article 152 alone. Although it cannot be predicted 
which of the over 700 amendments tabled in that committee will be adopted, it is not 
considered that any of them would have that effect.

Article 152 can therefore be ruled out as the sole legal basis.

(b) Combined legal bases

Article 95 with Article 152

Since only a tenuous link if any has been found between the proposal for a directive and the 
legislative competence conferred by Article 152 (action "towards improving public health, 
preventing human illness and diseases, and obviating sources of danger to human health"), it 
cannot be said that the proposed instrument has two aims that are indissolubly linked with 
each other without one being secondary and indirect in respect of the others. It has to be 
underlined, however, that this analysis is based on the Commission's proposal. Further 
analysis of the legal basis could be necessary if amendments adopted in the vote in committee 
substantially altered the aim and content of the proposal. 

It is therefore considered that the combined legal basis of Article 95 with Article 152 can be 
ruled out.

Article 152 with Article 161

                                               
1 Article 16 of the EC Treaty reads as follows:
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Article 16 does not found any competence. It is merely declaratory and interpretative.  If, 
therefore - as has already been argued - Article 152 cannot serve as the legal basis alone, 
adding Article 16 will not save it.

The combined legal basis of Article 152 with Article 16 can therefore be ruled out.

Articles 42, 152 and 308

As far as Article 421 is concerned, it is trite case-law that the choice of legal basis must be 
determined by objective factors which can be subject to judicial review2, such as the aim and 
content of the measure in question3. Furthermore, the decisive factor should be the main 
object of a measure4. 

It is evident that the centre of gravity of the proposal is not social security for migrant workers 
and the explanatory memorandum is absolutely clear that the mechanism provided for therein 
is alternative to the machinery provided for migrant workers in Regulation No 1408/715. 
Patients receiving cross-border healthcare under the proposed directive will be reimbursed by 
their national health schemes, paying any difference themselves. Whilst migrant workers may 
benefit from the system to be set up by the directive, it is not aimed at them, but is more 
general in scope ("patient" is defined in Article 4(f)) as "any natural person who receives or 
wishes to receive healthcare in a Member State").

Article 152, as has been shown, does not come into consideration as a legal basis.

As for Article 3086, the Court of Justice has stated that Article 308 of the EC Treaty is an 

                                                                                                                                                  
Article 16
Without prejudice to Articles 73, 86 and 87, and given the place occupied by services of general economic 
interest in the shared values of the Union as well as their role in promoting social and territorial cohesion, the 
Community and the Member States, each within their respective powers and within the scope of application of 
this Treaty, shall take care that such services operate on the basis of principles and conditions which enable 
them to fulfil their missions.
1 Article 42
The Council shall, acting in accordance with the procedure referred to in Article 251, adopt such measures in 
the field of social security as are necessary to provide freedom of movement for workers; to this end, it shall 
make arrangements to secure for migrant workers and their dependants: 
(a) aggregation, for the purpose of acquiring and retaining the right to benefit and of calculating the amount of 
benefit, of all periods taken into account under the laws of the several countries;
(b) payment of benefits to persons resident in the territories of Member States.
The Council shall act unanimously throughout the procedure referred to in Article 251.
2 Case 45/86, Commission v. Council [1987] ECR 1439, para. 5.
3 Case C-300/89, Commission v. Council [1991] ECR I-287, para. 10, and Case C-42/97, European Parliament
v. Council [1999] ECR I-869, para. 36.
4 Case C-377/98, Netherlands v. European Parliament and Council [2001] ECR I-7079, para. 27.
5 OL 149, 05.07.1971.
6 Article 308
If action by the Community should prove necessary to attain, in the course of the operation of the common 
market, one of the objectives of the Community, and this Treaty has not provided the necessary powers, the 
Council shall, acting unanimously on a proposal from the Commission and after consulting the European 
Parliament, take the appropriate measures.
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appropriate legal basis only where no other article of the Treaty gives the Community its 
necessary powers1. Thus, before choosing this provision as a legal basis, the Community 
legislator must establish that there are no other Treaty provisions conferring the necessary 
powers for the proposed measure. This is patently not the case here. Moreover, it would seem 
difficult to postulate a situation in which Article 308 could be used as a legal basis together 
with other articles of the Treaty.  

Lastly, it should be observed that the three legal bases (Arts 42, 152 and 308) are 
incompatible since they provide for mutually incompatible procedures and voting majorities 
in the Council.

The idea of a combined legal basis consisting of Articles 42, 152 and 308 must therefore be 
rejected.

Articles 137 and 152

Article 1372 has to be read in conjunction with Article 136, which reads as follows:
                                               
1 Case C-45/86, Commission v. Council [1987] ECR 1493, para. 13.
2 Article 137
1. With a view to achieving the objectives of Article 136, the Community shall support and complement the 
activities of the Member States in the following fields:

(a) improvement in particular of the working environment to protect workers' health and safety;
(b) working conditions;
(c) social security and social protection of workers;
(d) protection of workers where their employment contract is terminated;
(e) the information and consultation of workers;
(f) representation and collective defence of the interests of workers and employers, including codetermination, 
subject to paragraph 5;
(g) conditions of employment for third-country nationals legally residing in Community territory;
(h) the integration of persons excluded from the labour market, without prejudice to Article 150;
(i) equality between men and women with regard to labour market opportunities and treatment at work;
(j) the combating of social exclusion;
(k) the modernisation of social protection systems without prejudice to point (c).

2. To this end, the Council:
(a) may adopt measures designed to encourage cooperation between Member States through initiatives aimed at 
improving knowledge, developing exchanges of information and best practices, promoting innovative 
approaches and evaluating experiences, excluding any harmonisation of the laws and regulations of the Member 
States;
(b) may adopt, in the fields referred to in paragraph 1(a) to (i), by means of directives, minimum requirements 
for gradual implementation, having regard to the conditions and technical rules obtaining in each of the 
Member States. Such directives shall avoid imposing administrative, financial and legal constraints in a way 
which would hold back the creation and development of small and medium-sized undertakings.
The Council shall act in accordance with the procedure referred to in Article 251 after consulting the Economic 
and Social Committee and the Committee of the Regions, except in the fields referred to in paragraph 1(c), (d), 
(f) and (g) of this Article, where the Council shall act unanimously on a proposal from the Commission, after 
consulting the European Parliament and the said Committees. The Council, acting unanimously on a proposal 
from the Commission, after consulting the European Parliament, may decide to render the procedure referred to 
in Article 251 applicable to paragraph 1(d), (f) and (g) of this Article.

3. A Member State may entrust management and labour, at their joint request, with the implementation of 
directives adopted pursuant to paragraph 2.
In this case, it shall ensure that, no later than the date on which a directive must be transposed in accordance 
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“The Community and the Member States, having in mind fundamental social rights such as 
those set out in the European Social Charter signed at Turin on 18 October 1961 and in the 
1989 Community Charter of the Fundamental Social Rights of Workers, shall have as their 
objectives the promotion of employment, improved living and working conditions, so as to 
make possible their harmonisation while the improvement is being maintained, proper social 
protection, dialogue between management and labour, the development of human resources 
with a view to lasting high employment and the combating of exclusion.
To this end the Community and the Member States shall implement measures which take 
account of the diverse forms of national practices, in particular in the field of contractual 
relations, and the need to maintain the competitiveness of the Community economy.
They believe that such a development will ensue not only from the functioning of the common 
market, which will favour the harmonisation of social systems, but also from the procedures 
provided for in this Treaty and from the approximation of provisions laid down by law, 
regulation or administrative action.

In view of the fact that the proposed directive is concerned with “patients’ rights” and patients 
need not be workers ("patient" is defined as "any natural person who receives or wishes to 
receive healthcare in a Member State" in Article 4(f) of the proposal for a directive) and 
bearing in mind that, according to the preamble, the proposed directive is to cover “the 
following modes of supply of healthcare: – Use of healthcare abroad (i.e.: a patient moving to 
a healthcare provider in another Member State for treatment); this is what is referred to as 
'patient mobility'; – Cross-border provision of healthcare (i.e.: delivery of service from the 
territory of one Member State into the territory of another); such as telemedicine services, 
remote diagnosis and prescription, laboratory services; – Permanent presence of a healthcare 
provider (i.e.: establishment of a healthcare provider in another Member State); and, –
Temporary presence of persons (i.e.: mobility of health professionals, for example moving 
temporarily to the Member State of the patient to provide services)”, it does not fall within the 
scope of Article 136, which is concerned with the promotion of employment, and improved 
living and working conditions, so as to make possible their harmonisation while the 
improvement is being maintained, proper social protection, dialogue between management 
and labour, the development of human resources with a view to lasting high employment and 
the combating of exclusion.

Given that Article 152 has already been rejected as the legal basis, it cannot be used in 
conjunction with Article 137, which is itself not suitable as a legal basis for the proposal for a 
directive.

                                                                                                                                                  
with Article 249, management and labour have introduced the necessary measures by agreement, the Member 
State concerned being required to take any necessary measure enabling it at any time to be in a position to 
guarantee the results imposed by that directive.
4. The provisions adopted pursuant to this Article:
— shall not affect the right of Member States to define the fundamental principles of their social security systems 
and must not significantly affect the financial equilibrium thereof,
— shall not prevent any Member State from maintaining or introducing more stringent protective measures 
compatible with this Treaty.

5. The provisions of this Article shall not apply to pay, the right of association, the right to strike or the right to 
impose lock-outs.
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Conclusion

The sole legal basis possible is Article 95 alone. It has to be underlined, however, that this 
analysis is based on the Commission's proposal. Further analysis of the legal basis could be 
necessary if amendments adopted in the vote in committee substantially altered the aim and 
content of the proposal.

At its meeting of 12 February 2009 the Committee on Legal Affairs accordingly decided, by 8
votes in favour, 5 votes against, with 1 abstention1, to recommend that the proposal for a 
directive should be based on Article 95 of the EC Treaty.

Yours sincerely,

Giuseppe Gargani

                                               
1 The following were present for the final vote: Alin Lucian Antochi (acting Chair), Rainer Wieland (Vice-
Chair), Lidia Joanna Geringer de Oedenberg (Vice-Chair), Francesco Enrico Speroni (Vice-Chair), Monica 
Frassoni (rapporteur), Sharon Bowles, Brian Crowley, Kurt Lechner, Klaus-Heiner Lehne, Alain Lipietz, Manuel 
Medina Ortega, Georgios Papastamkos, Aloyzas Sakalas, Jaroslav Zvěřina.
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