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Academic Analysis 
A. Introduction: Contradiction at its core 

Health Care in the European Union has a fundamental contradiction at its core . 1

On the one hand, the Preamble of the Charter of Fundamental Rights of the Eu-

ropean Union points out that "the Union is founded on the indivisible, universal 

values of human dignity, freedom, equality and solidarity” . It aims to place “the 2

individual at the heart of its activities, by establishing the citizenship of the Uni-

on and by creating an area of freedom, security and justice”.  

Furthermore, the European Union “seeks to promote balanced and sustainable 

development and ensures free movement of persons, goods, services and capi-

tal, and the freedom of establishment”. Considering the health of the European 

people as a part of their freedom and security, it becomes obvious that the EU 

promises to influence health care to ensure the free movement of persons (e.g. 

staff and patients), goods (e.g. pharmaceuticals and devices) and services (e.g. 

medical treatment) in one European domestic market to ensure a high level of 

health across Europe .  3

On the other side, the Treaty on the Function of the European Union  states 4

specifically in Art. 168 par. 7, that health care organization falls under the res-

ponsibility of the Member States. 

This leads to an absence of one unitary EU health care law or policy – but a 

patchwork of different laws and policies that apply in the health care sector . In 5

addition, the European Court of Justice has influenced the health care organiza-

tion through a number of cases taking the European fundamental freedoms into 

account.  

Therefore the objective of this paper is to give a brief overview of the patchwork 

under the perspective of the organization of health care in Europe and take a 

closer look at the basic judgements on fundamental freedoms. 

 Elias Mossialos, Health system and governance in Europe - the role of the European Union law and policy.1

 Charter of Fundamental rights of the European Union: 2000/C 364/01, Preamble.2

 ECJ, Pérez v. Consejeria de Salud y Servicios Sanitarios and Principado de Asturias, Case (C-570/07) C-571/07, par. 3

44.
 Hereinafter TFEU.4

 Tamara Hervey, The impacts of European Union law on the health care sector. 5
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I. Charter of Fundamental Rights 

Since 2000, the Charter of Fundamental Rights of the European Union  is the 6

first codified law of the EU literally dictating a “right of health care” but also poin-

ting at the above mentioned contradiction:  

“Article 35: Health care 

Everyone has the right of access to preventive health care and the right 

to benefit from medical treatment under the conditions established by 

national laws and practices. A high level of human health protection shall 

be ensured in the definition and implementation of all Union policies and 

activities.”  7

Before that, there has only been the Council of Europe’s 1950 Convention for 

the Protection of Human Rights and Fundamental Freedoms  influencing 8

healthcare in Europe through its jurisdiction by the European Court of Human 

Rights . As the ECHR has no corresponding regulation to Art. 35 of the EU-9

Charter, the Court of Human Rights was forced to consider health care issues 

under the more general Articles of the ECHR .  10

II. Health Care through EU primary and secondary law 

1. The Treaty on European Union 

Finally in 2009, based on Art. 6 par. 1 of the Treaty on European Union , the 11

EU-Charter “shall have the same legal value as the Treaties”. Hence, it became 

binding law not only for the institutions of the EU but also for the Member States 

implementing EU law (Art. 51 par. 1 EU-Charter). 

2. Health Care through EU secondary law, Art. 288 TFEU  12

Legal enactment of the EU is complicated. Knowing the several ways of legal 

enactment, it can be generalized to a process that gives the European Com-

 Hereinafter EU-Charter.6

 Charter of Fundamental rights of the European Union: 2000/C 364/01, Art. 35.7

 Hereinafter ECHR.8

 McHale, Fundamental Rights and Healthcare.9

 For Example: Paton v. UK (1981) 3 EHRR 408; H v. Norway (1992) 73 DR 155: Open Door and Dublin Well Woman 10

v. Ireland (1992) 15 EHRR 244; Winterwerp v. The Netherlands (1992) 15 EHRR 164; Osman v. UK (1998) 29 EHRR 
245; Scialaqua v. Italy (1998) 26 EHRR 164; Aerts v. Belgium (2000) 29 EHRR 50; Pretty v. UK (2002) 35 EHRR 1; 
Dickson v. UK (2006) 46 EHRR 419; Evans v. UK (2007) 43 EHRR 21.

 Hereinafter TEU.11

 All legal acts resulting from Art. 288 of the Treaty of the Function of the European Union.12
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mission the right to make a proposal, to whom the European Parliament and the 

Council must agree to. However, the EU cannot create laws how it pleases. Ac-

cording to the principle of limited competences, the EU can only act within the 

powers given by the Member States .  13

III. Scope 

In order to fully comprehend the complicated system of influences of the EU law 

on health care, first one has to visualize the legal relationships between the ac-

tors of health care: 

Illustration 1: legal relationship between the actors of health care 

Based on illustration 1. there are three different relationships in health care: 

1. the service provision relationship between the health insurance 

and the service provider, 

2. the membership relationship between the health insurance and the 

insured person, and 

3. the performance relationship between the service provider and the 

insured person. 

Due to the limited scale of this paper, it concentrates on the performance relati-

onship because it has the largest impact on EU citizens. Problems arising from 

this part of health care have also designed European Health Care policy and 

are essential for the future development of health care in Europe. 

 Art. 5 TEU.13
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Although this paper only analyses the most relevant performance relationship, it 

is necessary to have the triangle in mind in order to understand the arguments 

of the European Court of Justice  at a later time. Furthermore, one has to take 14

a closer look at the performance relationship, as it generally consists of two in-

terests: firstly the use of health services (by the insured person) and secondly 

the provision of health service (by the service provider). 

The use of health service is mainly influenced by Art. 34, 56 TFEU and by the 

Regulation (EC) 883/2004 on the coordination of social security systems. 

The provision of health services is mainly influenced by Art. 34, 49, 56 TFEU, by 

the Directive 2005/36/EC on the recognition of professional qualifications and 

by a multiple number of product directives. 

Illustration 2: relevant EU secondary law for the performance relationship 

This paper concentrates on the performance relationship and especially analy-

ses the impact of the European Union law organization of the provision of 

health service. 

 Hereinafter ECJ.14
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B. Provision of health services through Art. 45, 49 TFEU 

The freedom of movement of persons, which comprises the free movement of 

workers (Art. 45 TFEU) and the freedom of settlement (Art. 49 TFEU), is highly 

relevant for taking up and pursuit of both employed and self-employed services 

across borders of EU Member States. Not only in health care systems, taking 

up and pursuit of services is dependent on a license or permission of the Mem-

ber State where the service provider is aiming to perform professional service. 

Being aware of this instance, the TFEU had to solve the problems arising from 

cross-border provision of service in order to ensure the free movement of work-

ers and the freedom of settlement in Europe.  

I. The Professional Qualification Directive 

Based on Art. 53 par. 1 TFEU "the European Parliament and the Council shall 

[…] issue directives for the mutual recognition of diplomas, certificates and oth-

er evidence of formal qualifications", in order to make it easier for persons to 

take up and pursue activities as self-employed persons. In addition, the Eu-

ropean Parliament and the Council shall issue directives for the coordination of 

the provisions laid down by law, regulation or administrative action in Member 

States concerning the taking-up and pursuit of activities as self-employed per-

sons. 

However, Art. 53 par. 2 TFEU makes the abolition of restriction for the exercise 

of medical and pharmaceutical professions depend on the coordination of the 

requirements concerning the professional training and professional practice. 

Withal the recognition of diplomas and the coordination of the provision of ser-

vice are inextricably linked. This coordination aims at reducing the differences of 

requirements for taking-up, meanwhile the recognition of diplomas and certifi-

cates is a procedural act to make the transition between Member States easier.  

In the end the requirements concerning the professional training and profes-

sional practice have to be regulated by law in order to regulate the mutual 

recognition of diplomas and certificates. 

The EU initially came up with several directives to implement Art. 53 TFEU be-

fore it combined all prior directives through the "Professional Qualification Direc-

tive"  in 2005. 15

 Directive 2005/36/EC.15
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II. Structure of the Professional Qualification Directive 

The directive insures not only the freedom of settlement according to Art. 49 

TFEU in cases where the state of training differs to the later state of profession-

al practice but also the free movement of service for cross-border provision of 

services within the European Union. From a health care point of view the rele-

vant Articles of Directive 2005/36/EC are: 
• Art. 10 – 23 on the mutual recognition of diplomas and certificates (1.) 

and  
• Art. 24 – 30 on the coordination of professional training and professional 

practice (2.). 

1. Mutual recognition of diplomas and certificates  

Art. 10 – 23 of Directive 2005/36/EC govern the mutual recognition of diplomas 

and certificates according to Art. 53 par. 1 TFEU. First they state which diplo-

mas and certificates are eligible to be mutually recognized in order to fulfill the 

requirements for taking-up professional service in all EU Member States. Sec-

ondly they govern procedural rules of the several occupation groups falling un-

der the scope of Directive 2005/36/EC. 

2. Coordination of professional training and professional practice 

Art. 24 – 30 of Directive 2005/36/EC govern the coordination of professional 

training and professional practice. Doctors, for example, fall under the scope of 

these coordination rules. The Articles set up qualitative and quantitative criteria 

concerning the professional training and practice. 

a) Art. 24 Directive 2005/36/EC 

According to Art. 24 par.1 admission to basic medical training shall be contin-

gent upon possession of a diploma or certificate providing access to universi-

ties, for example the International Baccalaureate (IB), the French Baccalauréat, 

or the Austrian Matura. Paragraph two of Article 24 describes the requirements 

of basic legal training. It shall comprise a total of at least five years of study and 

shall consist of at least 5 500 hours of theoretical and practical training provided 

by, or under the supervision of, a university. In Paragraph three one can find the 

qualitative criteria and therefore the knowledge basic medical training has to 

impart. 
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b) Art. 25 Directive 2005/36/EC 

Art. 25 then regulates the requirements for specialist medical training, whereby 

the respective minimum duration of specialist medical training results from An-

nex V of the Directive. Art. 28 of the Directive applies only to further training in 

general medicine. 

III. Impact on the provision of health services 

Through Art. 24 – 30 Directive 2005/36/EC the requirements for taking-up and 

pursuit of medical service converged closely enough to become the basis for 

the mutual recognition in Art. 10 – 23 Directive 2005/36/EC. However, the mu-

tual recognition is not limited to diplomas and certificates. In addition, profes-

sionals are also free from other obstacles that could interfere the transnational 

provision of health services such as a mandatory membership in self-regulatory 

professional organizations and other public social security bodies  (Art. 6 lit. a), 16

b) Directive 2005/36/EG). This is highly relevant in case of the freedom of set-

tlement, when the medical professional provides services in a different state but 

his state of settlement chargeable to the insurance in the state of insurance. 

(Referring to illustration 1: every actor of the triangle is in a different Member 

State.) 

IV. Implementation into German law 

Generally directives of the EU have no direct impact on EU citizens. Therefore,  

they have to be transferred into national law of the Member States. In Germany, 

for example, the Directive 2005/36/EG changed many national rules. 

1. Implementation of Art. 24 and Art. 10 - 23 Directive 2005/36/EC 

Art. 24 has been transferred into § 3 par. 1 S. 1 Nr. 4 Bundesärzteordnung 

(BÄO). The German medical license („Approbation“) can only be granted after 

six years of studies of medicine at a university including at least eight months 

but not exceeding twelve months of practical training. Furthermore, § 3 par. 1 S. 

5, 6 BÄO states that professional trainings, fulfilling the conditions of Art. 24, 

shall be recognized as equal to the German professional training and therefore 

open up the access to receiving the German medical license. 

 In Germany for example: die kassenärztliche Vereinigung16
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2. Implementation of Art. 25 Directive 2005/36/EC 

In order to understand the implementation of Art. 25 it is necessary to take a 

closer look at the German law concerning the medical license. To become a 

panel doctor  one has to be registered in the „Bundesarztregister“ (a list of all 17

doctors in Germany). However, a medical doctor will only be registered under 

two conditions. First, the German medical license and second, an advanced 

qualification in a special field of medicine or general medicine. It all comes down 

to even more detailed requirements concerning the structure and content of the 

qualification and examination, regulated by the Musterweiterbildungsordnung 

der Bundesärztekammer (BÄKMWBO). The transposition of Art. 25 can be 

found in § 18 par. 1 S. 1 BÄKMWBO, as it says: „Anyone who holds a subject-

related diploma, a subject-specific examination certificate or other evidence of 

formal qualifications (proof of formal qualifications) which is automatically rec-

ognized by the law of the European Union or the Agreement on the European 

Economic Area or a treaty granting Germany and the European Union a corre-

sponding legal right to recognize each other automatically receives recognition 

of the specialist title upon application.“ Moreover, § 18 par. 1 S. 2 BÄKMWBO 

refers to the Annex V of the Directive 2005/36/EG which provides a list of all 

qualifications that have to be mutually recognized by the Member States. 

V. Claims directly arising from the freedom of establishment 

Outside the scope of the Directive's application, entitlements to the abolition of 

restrictions on establishment can only arise directly from the freedom of estab-

lishment, Art. 49 TFEU. 

1. Demand planning 

One very important field of application is demand planning. Demand planning is 

characterized by a limited number of service providers in a certain regulated 

area of settlement through laws and acts by a Member State. Demand planning 

does not fall under the scope of Directive 2005/36/EG because the directive 

does neither lay down rules concerning the establishment of health care institu-

tions, nor conditions of their operations or their territorial distribution . Instead, 18

 German: „Kassenarzt“.17

 ECJ, Pérez v. Consejeria de Salud y Servicios Sanitarios and Principado de Asturias, Case (C-570/07) C-571/07, par. 18

49.
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the aim of the directive, in accordance with Article 1 thereof, is to establish rules 

on the recognition of professional qualifications in order to allow holders of 

those qualifications to pursue a regulated profession on a self-employed or em-

ployed basis.  

The German health care system for example established a demand planning 

only for panel doctors according to §§ 99 f. SGB (Sozialgesetzbuch) V and 12 

ff. ÄrzteVO (Zulassungsverordnung für Vertragsärzte) and for hospitals accord-

ing to the demand planning of the federal states. However, the ECJ has mostly 

been dealing with the demand planning concerning the admission of pharma-

cies as well as hospitals .  19

In its steady jurisdiction and according to Art. 168 par. 7 TFEU, the ECJ empha-

sizes that Union law was not prejudicial to the competence of the Member 

States to design their social security systems and, in particular, to lay down 

rules on the organization and provision of health services . However, in exer20 -

cising this competence, the Member States would have to respect Union law, in 

other words the freedom of establishment . 21

These provisions prohibit the implementation or maintenance of any unjustified 

restriction of the freedom of establishment in the field of health care. The most 

defining judgments are the above mentioned cases of „Sokoll-Seebacher“ (ECJ 

C-367/12), „Perez“ (ECJ C-571/07) and „Hartlauer“ (ECJ 169/07). 

a) Restriction of freedom of establishment 

According to settled case-law of the ECJ, Article 49 TFEU precludes any na-

tional measure which, even though it is applicable without discrimination on 

grounds of nationality, is liable to hinder or render less attractive the exercise by 

Community nationals of the freedom of establishment that is guaranteed by the 

Treaty . Due to this definition, the ECJ affirmed the restriction of freedom of es22 -

tablishment in all three cases. The national rules, under which the establish-

ment of an undertaking from another Member State is subject to the issue of a 

 ECJ, Sokoll-Seebacher v. Verwaltungssenat des Landes Oberösterreich (Austria), Case C-367/12; ECJ, Hartlauer 19

Handelsgesellschaft mbH v. Wiener Landesregierung and Oberösterreichische Landesregierung, Case C-169/07; ECJ, 
Pérez v. Consejeria de Salud y Servicios Sanitarios and Principado de Asturias, Case (C-570/07) C-571/07.

 ECJ, Pérez v. Consejeria de Salud y Servicios Sanitarios and Principado de Asturias, Case (C-570/07) C-571/07, par. 20

43.
 ECJ, Hartlauer Handelsgesellschaft mbH v. Wiener Landesregierung and Oberösterreichische Landesregierung, 21

Case C-169/07, par. 29.
 see, inter alia, Case C-299/02 Commission v Netherlands ECR I-9761/2004, par. 15, and Case C-140/03 Commis22 -

sion v Greece ECR I-3177/2005, par. 27; ECJ, Keck, Case C-268/91.
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prior authorization, constitutes a restriction within the meaning of Article 49 

TFEU. The restriction results from the capability of hindering the exercise of the 

freedom of establishment by preventing it from freely carrying on its activities 

through a fixed place of business . 23

b) Justification  

Not every restriction results in a violation of Article 49 TFEU. A restriction of 

freedom of establishment (applicable without discrimination on grounds of na-

tionality) may be justified by overriding reasons in the general interest. Provided 

that, it is appropriate for ensuring attainment of the objective pursued and does 

not go beyond what is necessary for attaining that objective. Moreover, accord-

ing to Art. 62 in combination with Art. 52 TFEU, the protection of public health is 

one of the overriding reasons in the general interest which can justify restric-

tions of freedom of establishment . 24

Therefore, a justification always looks at the individual case. However, cases 

have elements in common, so that individual case law concerning the justifica-

tion of restrictions can be generalized with general principles. The ECJ has 

worked out these principles through a number of judgements that need to be 

analyzed. 

(1) Legitimate Objective: „Hartlauer“ - Case (ECJ C-169/07) 

At first the ECJ had to set up objectives to be pursued to justify a restriction of 

Art. 49 TFEU in the field of health care service. 

According to Austrian law, an authorization for the establishment and operation 

of a hospital in the form of an independent outpatient clinic is only granted if 

there is a need with regard to the range of services offered by the planned hos-

pital. This examination takes place at the level of the individual federal state. 

Accordingly, the provincial government of Vienna refused to allow the German-

based Hartlauer Handelsgesellschaft mbH to establish an independent dental 

ambulance clinic in Vienna. There was no demand. The dental care is ensured 

by the hospitals with health insurance contracts, registered doctors in private 

practice, their own facilities, contract institutions of the health insurance compa-

 ECJ, Pérez v. Consejeria de Salud y Servicios Sanitarios and Principado de Asturias, Case (C-570/07) C-571/07, par. 23

53.
 R.Zuck, Europarecht, in: M. Quaas/R.Zuck, Medizinrecht, 3. Aufl. 2015, §3.24
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nies as well as dentists with health insurance contracts. The planned private in-

stitution would not significantly accelerate, intensify or otherwise facilitate med-

ical care in the field of dentistry in Vienna. For similar reasons, the Upper Aus-

trian government refused to grant a building permit for a dental ambulance clinic 

in the city of Wels. The submitting Austrian court asked the European Court of 

Justice whether the freedom of establishment of Union law (Art. 49 TFEU) pre-

cludes the requirement of a building permit and its provision for lack of demand. 

In this case there are two possible legitimate objectives. At first, the mainte-

nance of high-quality, balanced and generally accessible medical care  and 25

secondly, the avoidance of significant risk to the financial balance of the social 

security system . 26

With reference to its case-law on the legitimate restrictions on the freedom of 

provision of services in the field of hospitals , the ECJ recognizes the general 27

legitimacy of medical demand planning, but emphasizes that such regulations 

would only satisfy EU law if they were consistent and systematic .  28

There was a lack of this in the Austrian regulation: on the one hand, prior ap-

proval was required for the establishment and operation of new independent 

dental ambulances, irrespective of their size, in order to check market require-

ments . On the other hand, the establishment of new group practices, irrespec29 -

tive of their size, would not be subject to authorization, although the spatial and 

apparatus equipment of the group practices and dental outpatient clinics could 

have similar characteristics and the patient would in many cases not recognize 

any difference between them . In addition, according to the ECJ, group prac30 -

tices generally offer the same medical services as dental ambulances and are 

subject to the same market conditions. Furthermore, both health facilities can 

employ the same number of doctors. The doctors who provide medical services 

in a group practice would indeed have the position of a general partner and 

would be authorized to practice dentistry independently, while the doctors who 

 ECJ, Hartlauer Handelsgesellschaft mbH v. Wiener Landesregierung and Oberösterreichische Landesregierung, 25

Case C-169/07, par. 48.
 ECJ, Hartlauer Handelsgesellschaft mbH v. Wiener Landesregierung and Oberösterreichische Landesregierung, 26

Case C-169/07, par. 49.
 ECJ, Peerbooms v. Stichting CZ Groep Zorgverzekeringen, Case C-157/99; and Watts v. Bedford Primary Care Trust, 27

Secretary of State for Health, Case C-372/04.
 ECJ, Hartlauer Handelsgesellschaft mbH v. Wiener Landesregierung and Oberösterreichische Landesregierung, 28

Case C-169/07, par. 55.
 ECJ, Hartlauer Handelsgesellschaft mbH v. Wiener Landesregierung and Oberösterreichische Landesregierung, 29

Case C-169/07, par. 56.
 ECJ, Hartlauer Handelsgesellschaft mbH v. Wiener Landesregierung and Oberösterreichische Landesregierung, 30

Case C-169/07, par. 57.
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perform their activities in an ambulatory clinic would have the position of an em-

ployee. However, this is irrelevant for the nature and scope of the services pro-

vided. 

Summarizing, the „Hartlauer“ - Case the EU recognizes the legitimacy of med-

ical demand planning for the reasons of maintenance of high-quality, balanced 

and generally accessible medical care and the avoidance of a significant risk to 

the financial balance of the social security system. However, the ECJ empha-

sizes that any regulation would only satisfy EU law if they were consistent and 

systematic. 

(2) Necessity: „Perez“ - Case (ECJ C-571/07) 

Secondly, the ECJ had to work out under which condition demand planning in 

health care organization is necessary to fulfill the objectives stated in the „Hart-

lauer“ - Case.  

The legislation of the Spanish province of Asturias provides limitations on the 

number of pharmacies in an area according to their population (one pharmacy 

per 2800 inhabitants, with the possibility of an additional pharmacy being built 

only if this threshold is exceeded by more than 2000 inhabitants) and a geo-

graphical limit preventing the opening of a new pharmacy at a distance of less 

than 250 meters from another pharmacy. The regulations also set out criteria for 

differentiating between competing applicants. The professional experience is 

particularly important in places with less than 2 800 inhabitants, as it is given a 

higher weighting here. However, professional experience can only be taken into 

account one time for the purpose of obtaining accreditation. Once an admission 

has been granted, the holder's professional experience is therefore set to zero. 

If several applicants reach the same number of points, the admissions are 

granted according to the following order of precedence:  

Firstly, pharmacists who have not yet owned a pharmacy; secondly, pharma-

cists who have owned pharmacies in towns with less than 2800 inhabitants; 

thirdly, pharmacists who have worked in Asturias and, finally, pharmacists with 

the best academic achievements. The referring national court had doubts 

whether this regulation was in accordance with the freedom of establishment 

and appealed to the ECJ. 
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In the beginning of the court’s decision  and analogically to the „Hartlauer“ - 31

Case, the ECJ notes that, pursuant to Article 168 par. 7 TFEU, EU law does not 

detract from the power of the Member States to organize their social security 

systems and to adopt provisions to govern the organization of health service . 32

In addition, the ECJ calls to mind the superior rank of health and life of humans 

amongst the assets and interests protected by the Treaties . Furthermore, 33

there is an obvious restriction of the freedom of establishment, as the national 

legislation constitutes a restriction where it makes the pursuit of an activity sub-

ject to a condition which is linked to the economic or social needs for that activi-

ty, since it tends to limit the number of service providers . 34

In this case, the ECJ justified the restrictions in demand planning with the objec-

tive of ensuring a safe, high-quality and generally accessible medical care (with 

regard to the supply of medicines to the population). In the following, the ECJ 

had to carefully weigh up the freedom of establishment of economic operators 

against the imperative requirements of the protection of public health and it es-

pecially had to discuss the necessity of demand planning since in the field of 

pharmacy law the admission procedures vary from Member State to Member 

State. 

As part of the examination of necessity, the European Court of Justice is en-

deavoring to take seriously the freedom of the Member States to shape their 

national health policy and therefore also to accept that the Member States 

come to different assessments, in exercising this competence. In view of the 

wide margin for maneuver, the fact that a Member State imposes stricter health 

protection rules than other Member States cannot imply that these provisions 

are incompatible with the freedom of establishment . 35

„Consequently, the fact that the rules laid down in that connection vary 

from one Member State to another and, specifically, the fact that some 

 ECJ, Pérez v. Consejeria de Salud y Servicios Sanitarios and Principado de Asturias, Case (C-570/07) C-571/07, par. 31

43 ff.
 Recital 26 in the Preamble to Directive 2005/36/EG.32

 ECJ, Pérez v. Consejeria de Salud y Servicios Sanitarios and Principado de Asturias, Case (C-570/07) C-571/07, par. 33

44.
 ECJ, Pérez v. Consejeria de Salud y Servicios Sanitarios and Principado de Asturias, Case (C-570/07) C-571/07, par. 34

55.
 ECJ, Pérez v. Consejeria de Salud y Servicios Sanitarios and Principado de Asturias, Case (C-570/07) C-571/07, par. 35

69.
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Member States do not restrict the number of pharmacies which may be 

established on the national territory, whereas others limit the number of 

new pharmacies by making them subject to geographical planning rules, 

is not decisive for the outcome of the cases before the referring court.“ 

The ECJ is therefore transferring its case law on the necessity of planning the 

health care infrastructure, which it had previously limited to stationary facilities, 

to pharmacies, although in many Member States (such as Germany) the supply 

of medicines via pharmacies also functions without any demand planning . In 36

accordance to the aim of ensuring a safe, high-quality and generally accessible 

medical care, it should be taken into account that, where there is uncertainty as 

to the existence or extension of risks for public health, a Member State can take 

protective measures without having to wait until the reality of those risks be-

comes fully apparent . This refers to the superior rank of human health 37

amongst other key values of the Treaties. Furthermore, demand planning in the 

field of health care can be necessary a fortiori with respect to the fact that med-

ical service (including the supply of pharmaceuticals) may need to be adminis-

tered urgently and that patients (and customers of pharmacies) usually include 

persons with reduced mobility, such as people who are elderly or seriously ill . 38

In order to avoid any risk of service providers only establishing themselves in 

places that are (financially) attractive, while in other areas there is a risk of un-

dersupply, the Member States can establish an organization of demand plan-

ning in health care systems to ensure generally accessible medical care. 

In view of the not only positive experience with medical demand planning in 

Germany (which has not been able to prevent a threat of undersupply in the 

rural areas) on the one hand and the pharmacy supply that works without de-

mand planning on the other hand, this may be controversial. The decision 

shows, however, that the ECJ wants to leave these decisions (including their 

errors) to the Member States for reasons of competence. 

 P.M. Lissel, Europäisches Gesundheitsrecht, in R. Ratzel/ B. Luxemburger (Hrsg.), Handbuch Medizinrecht, 3. Au36 -
flage 2015, §3; ECJ, Peerbooms, C-157/99, par. 76 - 80.

 ECJ, Pérez v. Consejeria de Salud y Servicios Sanitarios and Principado de Asturias, Case (C-570/07) C-571/07, par. 37

74.
 ECJ, Pérez v. Consejeria de Salud y Servicios Sanitarios and Principado de Asturias, Case (C-570/07) C-571/07, par. 38

83.
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(3) Suitability: „Sokoll-Seebacher“ - Case (ECJ C-367/12) 

The „Sokoll-Seebacher“ - Case, however, will show up the boundaries of de-

mand planning.  

The ECJ faced the following case in 2012: 

In Austria, the establishment of a new pharmacy also requires a prior authoriza-

tion which is subject to the existence of a „need“ (demand planning). According 

to the national regulations, there is no need in areas where opening a new 

pharmacy would result in a reduction of the customer base of an existing phar-

macy below a certain threshold. In particular, a need does not exist when the 

customer base, namely the number of permanent inhabitants living within a ra-

dius of less than four kilometers, by road, drops below 5500 persons. However, 

where the number of inhabitants is lower than that figure, account must be tak-

en of the people who need to be served owing to the fact that they work, have 

recourse to services or use means of transportation in the existing pharmacy’s 

area of supply („the incoming users“). Mrs Sokoll-Seebacher’s application for 

permission to establish a pharmacy was refused on the basis of this regulation, 

because according to an expert opinion from the Austrian Chamber of Pharma-

cists, the clientele of the pharmacy operated in the neighbouring community 

would be reduced to only 1513 persons, if Mrs. Sokoll-Seebacher opened a 

pharmacy. Mrs Sokoll-Seebacher sees this as a violation of her freedom of es-

tablishment. 

Taking a closer look at the „Sokoll-Seebacher“ judgement, the ECJ does the 

same introductory statements as in the previous cases of „Perez“ and „Hart-

lauer“ concerning the relation of Art. 49 TFEU and demand planning in the field 

health care . The following consideration of arguments regarding the justifica39 -

tion of the restriction of the freedom of establishment in the above described 

case, stresses the indispensable link between the objective of ensuring a safe, 

high-quality and generally accessible medical care and the national regulation. 

Furthermore the ECJ considers a demand planning in the health care sector as 

appropriate and necessary in order to fulfill this objective. 

 ECJ, „Sokoll-Seebacher“ - Case, C-367/12, par. 24 - 27. 39
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However, the ECJ shows that there are limits to this extent, in the event that 

demand planning does not adequately reflect actual demand and therefore can 

be inexpedient. The court is particularly concerned about the rigidity of territorial 

protection, which applies without exception below the 5500 inhabitants to be 

cared for (including „the incoming users“). This would not do justice to the sup-

ply needs in rural areas with only a few “incoming users“ . In particular, it 40

should be borne in mind that the Austrian regulation does not provide for a max-

imum distance between a person's place of residence and the nearest pharma-

cy - a problem especially for people with reduced mobility.  

The decision does not fundamentally call into question demand planning, but 

requires that it actually records demand adequately and regionally differentiat-

ed. In addition, it ultimately reveals the weaknesses of demand planning. 

Even though the result is reasonable the ECJ is mistaken in one point of their 

judgement. It considers the litigious regulation as not meeting the requirements 

of consistency and systematic manner . Taking a closer look at the regulation it 41

becomes obvious that the Austrian law and therefore the criterion for determin-

ing whether a demand exists, is not depending on a rigid factor. The convincing 

arguments of the ECJ lead to the conclusion that in some cases (e.g. rural, iso-

lated and infrequently „visited“ regions) the initial aim (a safe, high-quality and 

generally accessible medical care) cannot be reached through the Austrian reg-

ulation and therefore should be considered as not suitable. 

2. Miscellaneous restrictions: „DocMorris“ - Case (ECJ C-172/07) 

In addition, there are several decisions in the jurisprudence of the ECJ concern-

ing other restrictions on establishment, but demand planning. One of the most 

instructive cases is the „DocMorris“ judgement of the ECJ. 

The DocMorris N. V. - a Dutch public limited company - has opened a pharmacy 

in Saarbrücken (Germany) with official permission (§ 1 par. 2 Apothekenge-

setz ). Several pharmacists from Saarbrücken brought an action for rescission 42

against this permission before the administrative court of the Saarland. They 

justify this on the grounds that DocMorris, as a corporation, was not permitted to 

 ECJ, „Sokoll-Seebacher“ - Case, C-367/12, par. 50.40

 ECJ, „Sokoll-Seebacher“ - Case, C-367/12, par. 51.41

 Hereinafter: ApoG.42
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grant permission because § 8 ApoG explicitly excludes the operation of a phar-

macy in the form of a corporation („prohibition of third-party ownership“). How-

ever, an expert opinion commissioned by the responsible ministry came to the 

conclusion that the prohibition of third-party ownership was incompatible with 

the freedom of establishment. The violation was also so obvious that the min-

istry was obliged and entitled under Union law to not apply the provisions of 

German law in question, which is why the contested permission was granted 

contrary to the wording of the ApoG. Since the success of the action depends 

crucially on whether this opinion is correct, the Administrative Court of Saarland 

suspended the proceedings and asked the ECJ whether the provisions on free-

dom of establishment were to be interpreted in such a way that they would con-

flict with a prohibition of third-party ownership of pharmacies, as regulated in § 8 

par. 1 ApoG. 

a) Restriction of freedom of establishment 

Again, this is a typical case of the fundamental freedom of establishment . As 43

this does not affect professional qualification requirements but the legal form, 

Directive 2005/36/EC is not applicable. The rules for the operation of a pharma-

cy vary from one Member State to another. Corporations may operate pharma-

cies in some Member States and not in others. As a result, the operation of a 

pharmacy in another Member State, which is already authorized in one Member 

State, is inadmissible and the company concerned therefore has no access to 

the market. 

b) Justification 

In contrast to the justification of the ECJ in the above analyzed judgements, a 

justification cannot be based on the herein developed principles, as this is not a 

case of demand planning. However, this restriction can be justified because of 

the very specific nature of pharmaceuticals whose therapeutic effects distin-

guish them substantially from other products . Those therapeutic effects have 44

the consequence that, if medical products are consumed unnecessarily or incor-

rectly, they may cause serious harm to health, without the patient being in a po-

 CJ, Sokoll-Seebacher v. Verwaltungssenat des Landes Oberösterreich (Austria), Case C-367/12; ECJ, Hartlauer 43

Handelsgesellschaft mbH v. Wiener Landesregierung and Oberösterreichische Landesregierung, Case C-169/07; ECJ, 
Pérez v. Consejeria de Salud y Servicios Sanitarios and Principado de Asturias, Case (C-570/07) C-571/07.

 ECJ, „DocMorris“ - Case, C-172/07, par. 31.44
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sition to realize that when they are administered . Moreover, overconsumption 45

or incorrect use of medical products leads to a waste of financial resources 

which is even more harmful because the pharmaceutical sector generates con-

siderable costs and must satisfy increasing needs. There is a direct link be-

tween the financial risk and the profits of pharmaceutical industry because in 

most Member States the prescription of medical products is borne financially by 

the health insurance bodies concerned. The ECJ sees significant risk to the fi-

nancial balance of the social security system that can be successfully avoided 

by protective measures such as the prohibition of third-party ownership. The 

Member States may make persons entrusted with the retail supply of pharma-

ceuticals subject to strict requirements, including the way in which the products 

are commercialized and their pursuit of profit. In particular, the Member States 

may restrict the retail sale of pharmaceuticals, to pharmacists alone, because of 

the safeguards and information which pharmacists must provide to their con-

sumers.  

According to Art. 168 par. 7 TFEU and the competence of the Member States to 

determine the level of protection of public health, it must be accepted that 

Member States may require pharmaceuticals be supplied by pharmacists enjoy-

ing genuine professional independence . 46

This case has a lot more potential for argument concerning the free movements 

of goods and the problems arising from international corporations operating in 

the European health care market. These problems need to be examined in the 

following paper on „Transnational health care through international corpora-

tions“. 

 

 ECJ, „DocMorris“ - Case, C-172/07, par. 32 ff. 45

 ECJ, „DocMorris“ - Case, C-172/07, par. 35.46
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C. Conclusion 

The EU law has significant impact on the organization of health care. Looking at 

the Professional Qualification Directive, which had to be transferred into nation-

al regulations to become binding law, a basis of professional education and mu-

tual recognition has been set up. The positive effects on the organization of 

health care and possible troubles of national security systems cannot be de-

nied. This directive helps to ensure a high standard of professional education of 

medical service providers in order to support the superior value of human 

health. In addition the directive encourages the exchange of experience. Fur-

thermore, it can reduce the shortage of specialists by making certificates and 

diplomas comparable and forcing the Member States to mutually recognize 

those.  

On the other hand, it can also have negative effects on the objective to maintain 

high-quality, balanced and generally accessible medical care across Europe. 

Service providers may be pulled into Member States with a higher chance of 

financial success. This would lead to a lack of service providers in financially 

weaker regions of Europe which would ultimately result in an unbalanced and 

unevenly spread health care system in some less populated or less financially 

attractive Member States. 

Nevertheless, the above discussed cases clearly show that the Member States 

profess to the European Union. At least in the „Hartlauer“ - Case and the 

„Perez“ - Case, the trigger has always been a national body of the social securi-

ty system that saw a violation of EU law in a national regulation and therefore 

tried to act in accordance to the EU principles. However, it still takes the Mem-

ber States a lot of time to accept their loss of sovereignty. Parliaments, govern-

ments and courts across Europe still struggle to meet the legal requirements of 

the Treaties.  

Demand planning in health care organization is widely spread across Europe 

and one of the biggest challenges of the fundamental freedoms of the EU. As 

already mentioned, the conflict results from the contradictory regulations of Art. 

168 par. 7 TFEU and Art. 34, 49, 56 TFEU. In the end the ECJ makes a fair 

compromise by recognizing the legitimacy of medical demand planning for the 

reasons of maintenance of high-quality, balanced and generally accessible 
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medical care and the avoidance of a significant risk to the financial balance of 

the social security system.  

The „DocMorris“ - Case opened up a new problem within this wide range of 

challenges of health care regulation, as it comes up with the problem arising 

from the different possibilities to incorporate to provide health care service.  

There are a number of successful international corporations operating in the Eu-

ropean health care market. The question of incorporation is not only a legal and 

political issue. The „Valeant Pharmaceutical Inc. - Affair“ in 2016 in the United 

States of America adds a rather philosophical question to the debate around the 

organization of health care: „What are the moral limits on the health care mar-

kets?“  

These problems need to be examined in the following paper on „Transnational 

health care through international corporations“. 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