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PREFACE 

 
 
 
When approaching a topic that arouses personal interest, one of the 

biggest obstacles is finding the information needed to delineate the contours 
of the subject. In the study of classical and well-established subjects, this 
obstacle is overcome thanks to the handbooks that some venerable professor 
has drawn up by grouping together the fundamentals of that subject into one 
text. But often this facilitation does not exist.  

As a matter of fact, it may happen that a scholar has to independently 
search for small fragments of information in order to construct, piece by 
piece, a general framework of the subject. In this way, it becomes necessary 
to wander among libraries, websites, databases, symposia, conferences and 
every vehicle of information to which the interested party has access. 

It may also happen that, in the myriad of small pieces of information 
retrieved, there are conflicting data or opinions that, despite their initially 
negative impact, have the positive effect of developing a personal critical 
vision. 

This is exactly what happened to the author of this modest book when 
she found herself writing the thesis of her Integrated Master of Arts in Law. 

The subject matter of this interest is pharmaceuticals and, in particular, 
how and why the European Union regulates the safety of such products that 
constitute a fundamental element in everyone's life. The research was 
difficult and not without obstacles. First and foremost of these was finding 
the relevant information. Therefore, in a complex labyrinth of facts, laws, 
legal cases, legislative proposals, economic analyses, sector studies and 
requests to experts, the author has tried to reconstruct a matter that is nothing 
but a puzzle made up of many small pieces. 

Putting together the tiles of the mosaic is the meaning of this book: 
providing the reader with a simple and general overview of what has been 
done and what can still be done at Union level to ensure the quality, safety 
and effectiveness of medicinal products while improving an equal patient 
access. 

In the current political and social climate characterised by a growing 
wave of sovereignty and by the lack of confidence in science in which even 
principles that were assumed to be peaceful and assured are put in doubt, 
the strongest therapy against these "cancers" is precisely education. 
Informing the general population in a simple and clear way, even on 
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technical and complex issues, must be one of the main objectives of the 
institutions. And which institutions can do it better than the European ones, 
which have the advantage of grouping together in a single great ideal the 
most diverse populations, geographically so close to each other and yet 
culturally so distant. 

  
The reader of this book may be a pharmaceutical executive facing the 

complexity of regulatory rules and patient access in Europe as a whole and 
in the individual Member States. A journalist may find in these pages a 
wider frame in which to place particular news on a new therapy or a new 
EU regulation on medicines that he wants to share with his public. Members 
of institutions and governmental agencies may find here a summary of all 
the results obtained in this field over the past 50 years as well as a starting 
point to optimise the balance of public resources and medical opportunities. 
Additionally, health technology assessors may find here useful information 
for their complex analyses. This book is obviously also directed to lawyers, 
students and academic professors of law schools, as it provides an overview 
of the legislation, jurisprudence and governance that were created, amended 
and reformed by the legitimate European institutions with the aim to 
regulate the internal market and the safety of medicinal products in the 
Union. Finally, the author has tried to use a language that is as clear as 
possible for the curious layperson willing to make up his own mind about 
the opportunities for more efficient and wise healthcare delivery across 
Europe. 
 
 



INTRODUCTION 
 
 
 
More than 50 years ago, the first EU legislation on human medicines 

was enacted. From that time, the European Union has been one of the 
largest importers and exporters of medicinal products in the world. 

 
The legal basis for the European legislator in the field of medicinal 

products is Article 168 of the Treaty on the Functioning of the European 
Union (TFEU), which stipulates that  

 
(…) a high level of human health protection shall be ensured in the 
definition and implementation of all Union policies and activities.  
 
In particular, according to Article 168(4)(c), the European Parliament 

and the Council can adopt measures setting high standards of quality and 
safety for medicinal products to help Member States to achieve common 
safety standards, especially where domestic standards would otherwise 
prevent a high level of human health protection being achieved. 

Indeed, the scope of action of the European legislator must follow the 
rule set by Article 4 TFEU, which, in its non-exhaustive list of the shared 
competences between the Union and the Member States, includes common 
safety concerns in public health matters, only allowing the EU’s 
intervention when it can be useful to solve common problems related to 
the Union as a whole. 

 
Despite this explicit but extremely limited legal basis for the regulation 

of medicines and, more generally, of healthcare1, the EU has relied on 
different institutions and competences, especially those in the context of 
the single market program, in order to extend its influence in the 
healthcare matter. 

                                                 
1 “Healthcare” here means the policy related to the organisational and financing 
aspects of healthcare provision and the treatments of individuals. See Mary Guy 
and Wolf Sauter, “The History and Scope of EU Health Law and Policy”, in 
Research Handbook on EU Health Law and Policy, eds. Tamara K. Hervey, Calum 
Alasdair Young and Louise E. Bishop (Cheltenham: Edward Elgar Publishing, 
2017), 21. 
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Thus, rather than a strong political ground, the Union’s actions are 
based on the depoliticisation of the matter, the decisions of the Court of 
Justice of the European Union, a complicated institutional arrangement, 
the rules set by ad hoc created agencies and the numerous instruments of 
soft law2 (such as the Open Method of Coordination3).  

This situation has been conceptualised as a “patchwork” of health 
competences, characterised by different provisions belonging to different 
policy domains, some oriented to the market and others to social 
solidarity4. 

Health in the European Union is a complex policy in which there is a 
contradiction between the responsibility of the Member States in the 
organisation of their own healthcare systems and the European Union 
competence’s in the creation and the development of the single market.  

Further complicating this legal framework has been the discontinuous, 
uncertain and variable integrations of health policy in the 28 Member 
States5.  

As a matter of fact, health is an intricate matter that always faces a 
tension between economic and social priorities and balancing multiple 
policy interests. In this regard, there is a brilliantly theorised expression of 
“constitutional asymmetry” between the EU policies related to social 
protection and those related to market efficiency6: the EU has a huge 
regulatory role and strong enforcement powers in respect of the promotion 
of market efficiency, but weak competences and instruments for the 
development of social protection (and this, in particular, before the Lisbon 
Treaty7 conferred the same legal value of the European Treaties to the 
Charter of Fundamental Rights of the European Union).  

 
                                                 
2 “Soft law” here means quasi-legal instruments with no legally binding force or a 
weaker binding force with respect to the traditional legal instruments of hard law. 
3 Elias Mossialos et al., Health Systems Governance in Europe: The Role of 
European Union Law and Policy (New York: Cambridge University Press, 2010), 6. 
4 Tamara K. Hervey and Bart Vanhercke, “Health care and the EU: the law and 
policy patchwork”, in Health systems Governance in Europe: The Role of 
European Union Law and Policy, eds. Elias Mossialos et al. (New York: 
Cambridge University Press, 2010), 84-133. 
5 Wolfram Lamping, “European Union Health Care Policy”, in European Union 
Public Health Policy – Regional and Global Trends, eds. Scott L. Greer and 
Paulette Kurzer (New York: Routledge, 2013). 
6 Fritz W. Scharpf, “The European Social Model: Coping with Challenges of 
Diversity”, Journal of Common Market Studies 40, no. 4 (December 2002): 645-670. 
7 The Lisbon Treaty was signed in 2007 and entered into force in 2009 after 
ratification by all the EU Member States. 
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As explained above, since the very beginning of the creation of the 
European Community, other areas of EU law have always had indirect 
effects in healthcare policies belonging to the competences of Member 
States. Thus, it was feared that the policies based on social solidarity 
would be overshadowed by liberal market-oriented policies8. In order to 
avoid such an interference and to safeguard their sovereignty, Member 
States have often appealed to the principle of subsidiarity9 with respect to 
their pre-emption in healthcare, preventing, in this way, the firm inclusion 
of this matter in the European policy agenda10. Moreover, under the 
principle of proportionality, the Union’s action content shall not exceed 
what is strictly necessary to achieve the objectives of the Treaties.  

Despite the above-mentioned impediments, and especially because 
policy areas are difficult to keep fully separate, the European Commission 
indirectly expanded its role in the healthcare sector, mostly when 
healthcare relates to financial aspects and the free movement of goods, 
workers, services and capital. 

In this way, among others, according to the free movement of workers, 
access to public healthcare systems for employees around the Union was 
coordinated, the European Health Insurance Card was created in order to 
facilitate emergency care abroad, and health professionals’ diplomas 
obtained mutual recognition in all Member States. Similarly, by virtue of 
the free movement of goods, European regulations guarantee the safety 
and quality of pharmaceuticals and medical devices in the internal 
market11.  

But the “biggest power shift since the single market was set up” has 
been the growing EU involvement in national healthcare systems in the 
supervision of national budgets when Member States face fiscal stress, 
                                                 
8 Mary Guy and Wolf Sauter, “The History and Scope of EU Health Law and 
Policy”, CCP Working Paper 16-2 (Norwich: Centre for Competition Policy, 
University of East Anglia, 2016), 4,  
http://competitionpolicy.ac.uk/documents/8158338/11320618/CCP+WP+16-
2+complete.pdf.  
9 The principle of subsidiarity seeks to safeguard the ability of Member States to 
take decisions in areas in which the EU does not have exclusive competence, and 
authorises intervention by the Union when the objective of an action cannot be 
achieved by the Member States. See Roberta Panizza, “The Principle of 
Subsidiarity”, European Parliament, May 2018,  
http://www.europarl.europa.eu/ftu/pdf/en/FTU_1.2.2.pdf. 
10 Hans Vollaard, Hester Van de Bovenkamp and Dorte Sindbjerg Martisen, “The 
Making of a European Healthcare Union: A Federalist Perspective”, Journal of 
European Public Policy 23, no. 2 (April 2016):157-176. 
11 Ibid., 9. 
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especially after the 2008 Eurozone financial crisis, and in particular for 
debt-struck countries12. The European Commission, in the context of the 
European Semester13, formulated Country-Specific Recommendations 
(CSRs), which included general advice to curb health expenditure (for 
example through privatisation) and increase the cost-effectiveness of the 
healthcare system (especially by means of the generic substitution of 
medicines, better procurement, and e-health)14. 

 
Another important institutional subject, which has made a considerable 

contribution to the EU’s involvement in healthcare matters, especially 
because of the lack of clarity and conflicts between the objectives of 
national policies and the European ones, is the Court of Justice of the 
European Union. The Court sets policy directions through the 
interpretation of very general legislative texts, basing most of its case law 
on the principles established in respect to free movement and antitrust 
laws. Indeed, the Court is seen as a driving force behind the health policy 
agenda in the light of the constitutional asymmetry15.  

 
The limited EU competence regarding healthcare gave importance to 

“new governance”, a set of practices, such as networks, non-binding 
measures and guidelines, with a normative dimension but more distinct 
and softer than the rigid and formal mechanism of the traditional legal 
method. 

Together, the European legislator, with its hard law16, the Court, with 
its jurisprudence, and the new governance instruments implement the 
Union’s healthcare policy through a hybrid mechanism of law and 
governance that mutually influence each other17. 

In this way, in spite of the national efforts to control health, EU 
institutions have managed to impact the national systems and strengthen 
                                                 
12 Dave Keating, “The EU’s Healthy Intervention”, European Voice, October 4, 
2013, https://www.politico.eu/article/the-eus-healthy-intervention/.  
13 The European Semester is an annual cycle of macro-economic, budgetary and 
structural policy coordination, which was approved by the Member States in 2010, 
after the economic crisis revealed the need for stronger economic governance at 
EU level. See: “European semester: a new architecture for the new EU Economic 
governance – Q&A”, European Commission, last modified February 19, 2018, 
http://europa.eu/rapid/press-release_MEMO-11-14_en.htm. 
14 Guy and Sauter, “History”, 29. 
15 Mossialos et al., Health Systems Governance, 10-18. 
16 “Hard law” here means the traditional normative tools created by authorities 
according to certain procedures, which produce binding rules. 
17 Hervey and Vanhercke, “Health care”, 106. 
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the Union’s integration, especially in relation to patients’ and citizens’ 
rights, the mutual recognition and improvement of the internal market and, 
more recently, the financial and budgetary field18. 

 
Apart from this necessary general introduction about EU healthcare 

policy, this book will be mostly focused on the European Union’s 
patchwork and normative developments of pharmaceuticals regulation, a 
sector that has a direct impact on national healthcare policy and where the 
conflict between economic interests and social health considerations is 
quite incisive. Such a patchwork is characterised by two objectives 
pursued by the Union in its policy on pharmaceutical products: a high 
level of public health and innovation and, at the same time, a competitive 
industry.  

The first objective, which is the health protection aspect in the 
application of Article 168 TFEU, is achieved through the controlled 
market access of only safe and effective medicines, the promotion of 
innovation, and a structured system that guarantees the supply of adequate 
information to patients.  

The second objective, on the other hand, is the development and 
protection of a competitive European pharmaceutical industry, which 
especially ensures the free movement of medicinal products in the 
common market19.  

These two objectives are the common denominators of the entire 
European legal framework concerning medicinal products, which covers 
the whole lifecycle of pharmaceuticals. 

 
The conflicting policies of the different stakeholders, the disparities 

between Member States, and the uncertainty created by the lack of a fully 
harmonised market prevent the creation of a single market for medicines20.  

In the last chapter of the book, the economic and social consequences 
of the market’s fragmentation, caused by the national disparities in 
pharmaceuticals’ pricing and reimbursement, will be analysed. Indeed, 

                                                 
18 Guy and Sauter, “History”, 31. 
19 Leigh Hancher, “The EU Pharmaceuticals Market: Parameters and Pathways”, in 
Health Systems Governance in Europe: The Role of European Union Law and 
Policy, eds. Elias Mossialos et al. (New York: Cambridge University Press, 2010), 
635-637. 
20 Govin Permanand and Christa Altenstetter, “The Politics of Pharmaceuticals in 
the European Union”, in Regulating Pharmaceuticals in Europe: Striving for 
Efficiency, Equity and Quality, eds. Elias Mossialos, Monique Mrazek and Tom 
Walley (Maidenhead: Open University Press, 2004), 38.  
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there are many national health schemes within each European country and 
the pricing and reimbursement of pharmaceuticals are subject to very 
different rules across the Union. In particular, important inequalities in 
patient access to medicines exist between EU citizens. We will see that the 
main reasons for this problem can be of a double nature: first and 
foremost, the limited financial resources of middle-income Member States 
prevent the reimbursement of certain drugs to their citizens; second, the 
lack or inadequacy of the use of health technology assessments in order to 
decide which medicinal products, more or less cost-efficient, can 
efficiently be reimbursed or not. 

Finally, the different techniques used by national regulators to establish 
the price of medicines, the mechanisms of cost containment applied to 
control public expenditure and the consequences of such price 
differentiations across the Union will be discussed. 

The difficult achievement of a high level of human protection and 
equal patient access to medicines for all EU citizens is becoming even 
more arduous because of the financial crisis, the rising costs of health 
technologies, aging populations, and the higher incidence of some chronic 
diseases.  

How will the Union address these growing problems?  
In the current climate of mistrust towards European institutions and in 

a partially disaggregating Europe, will we still be able to talk about 
European Union health law in the future? 
 
 



PART 1:  

LAW 





CHAPTER ONE 

EUROPEAN UNION HARD LAW 
 
 
 

1.1 The EU Legal Basis for Health 
 

Over the past 50 years, the European legal basis for healthcare has been 
subject to a growing expansion. What has been witnessed has been a real 
enlargement of the competences conferred to the European institutions in 
this sector. Such a development has been explained not only in terms of 
the awareness that some public health problems are not manageable solely 
within national borders, but also as a compromise between those Member 
States that wanted further EU involvement in healthcare matters and those 
that, on the contrary, did not want any EU interference in their national 
health policy21.  

The original basis of the European integration was the creation of an 
internal market. As a consequence, the founding treaty of the European 
Economic Community (EEC), the Treaty of Rome22 (1957), did not 
provide any explicit reference to health (with the exception of public 
health, as a justification for restrictions to free movement). Without such a 
positive provision and according to the principle of conferral23, any policy 
areas not explicitly listed in the Treaties remain the Member States’ 
competences. This situation has changed over time, and since the 

                                                 
21 Tamara K. Hervey and Jean V. McHale, Health law and the European Union 
(Cambridge: Cambridge University Press, 2004), 69-73; Martin McKee, Elias 
Mossialos and Paul Belcher, “The Influence of European Law on National Health 
Policy”, Journal of European Social Policy 6, no. 4 (November 1996): 263. 
22 Treaty establishing the European Economic Community, also known as the 
Treaty of Rome (adopted on March 25, 1957 and entered into force on January 1, 
1958). 
23 The principle of conferral is a fundamental principle of EU law, laid down in 
Article 5 of the Treaty on European Union, according to which the EU acts only 
within the limits of the competences that EU countries have conferred upon it in 
the Treaties. Competences not conferred on the EU, and listed in Articles 2-6 of 
the TFEU, remain with the Member States. 
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beginning of the EEC, health issues have been brought under the market 
freedoms24.  

It was not until the Treaty of Maastricht25 (1992) that the EU gained a 
punctual competence in the field of health, and in particular in the public 
health sector. In this regard, Article 129 specified the need for action in 
order to prevent illness and stipulated cooperation at the community level 
in order to ensure a high level of health protection.  

Article 152 of the Treaty of Amsterdam26 (1997) strengthened, in 
response to the BSE crisis27, the need for cooperation in order to ensure 
that a high level of human health protection became an integral part of all 
the other European policies. This conferred upon the Directorate General 
for Health and Consumer Protection (DG SANCO)28, an ad hoc created 
department of the EU Commission, the responsibility to protect and 
improve public health with a specific duty to conduct health impact 
assessments of EU policies. The same Article 152 established that  

 
The action of Community in the field of public health shall respect 
precisely the responsibility of Member States in organizing and supplying 
health and medical assistance services29. 
 
Subsequently, in 2000, the Charter of Fundamental Rights of the 

European Union30 was adopted. It was used for the promotion of a rights-

                                                 
24 Guy and Sauter, “History and Scope”, 19. 
25 Treaty on European Union, 1992 O.J. (C 191) 1. Now, the Consolidated version 
of the Treaty on European Union, 2012 O.J. (C 326) 13, https://eur-
lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A12012M%2FTXT, 
(hereinafter TEU).  
26 Treaty of Amsterdam amending the Treaty on European Union, the Treaties 
establishing the European Communities and certain related acts-Final Act, 1997 
O.J. (C 340) 115, https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX 
%3A11997D%2FAFI.  
27 The Bovine Spongiform Encephalopathy (BSE), known as mad cow disease, 
which caused a crisis in 1996 when it was first diagnosed. “Bovine Spongiform 
Encephalopathy (BSE)”, European Food Safety Authority, accessed November 3, 
2018, https://www.efsa.europa.eu/en/topics/topic/bovine-spongiform-encephalopathy-
bse. 
28 The DG SANCO changed its name to the Directorate-General for Health and 
Food Safety (DG SANTE) in 2015.  
29 Martin McKee, Tamara K. Hervey and Anna Gilmore, “Public Health Policies”, 
in Health Systems Governance in Europe: The Role of European Union Law and 
Policy, eds. Elias Mossialos et al. (New York: Cambridge University Press, 2010), 
235-237. 
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based approach in the field of EU health law31. This achievement was 
made possible especially thanks to provisions such as the rights to 
Services of General Economic Interest (Article 36), the integrity of the 
person (Article 3) and, notably, the right to healthcare enshrined in Article 
35:  

 
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.  
 
The current EU legal framework for health entered into force in 2009 

with the Treaty of Lisbon32, when Member States amended the two 
Treaties33 which formed the constitutional basis of the European Union. 
Now, Article 168 TFEU, built on its predecessor, is the one referring to 
health. Compared to the previous Article 152 TEC, the Lisbon Treaty 
extended the scope of the EU’s activities in the healthcare sector, but also 
introduced a stronger reference to Member States’ responsibility for the 
definition of their health policies and the management of their health 
services.  

Article 168 TFEU, reiterating that a high level of human health 
protection shall be ensured in the definition and implementation of all EU 
policies34, confirms the impact of the above-mentioned dual nature of the 
competences of the Union in the field of health (as specified in Articles 4 
and 6 TFEU), indicating the areas in which they can be performed through 
European institutions’ acts. On the one hand, in accordance with Article 4 
TFEU, and apparently in response to crises such as BSE and scandals like 

                                                                                                      
30 Charter of Fundamental Rights of the European Union, 2012 O.J. (C 326) 392, 
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:12012P/TXT.  
31 Anniek de Ruijter, “A silent revolution: the expansion of EU power in the field 
of human health. A rights-based analysis of EU health law and policy” (PhD 
Thesis, University of Amsterdam, 2015).  
32 Treaty of Lisbon amending the Treaty on European Union and the Treaty 
establishing the European Community, 2007 O.J. (C 306) 1, https://eur-
lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A12007L%2FTXT.  
33 The Treaty of Maastricht was updated in the Treaty on European Union (TEU), 
and the Treaty of Rome was updated in the Treaty on the Functioning of the 
European Union (TFEU). 
34 Consolidated version of the Treaty on the Functioning of the European Union, 
2012 O.J. (C 202) 1, Article 168(1), https://eur-lex.europa.eu/legal-content/EN/ 
TXT/?uri=celex%3A12012E%2FTXT (hereinafter TFEU). 
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HIV-infected blood35, the EU may adopt harmonisation measures setting 
high standards of the quality and safety of human organs, blood, medicinal 
products and devices, and endorse protective measures in the veterinary 
field36 only where domestic standards would otherwise prevent a high 
level of human health protection from being achieved. On the other hand, 
following the competences laid down in Article 6 TFEU, the EU may take, 
with ordinary legislative procedure, incentivising measures for the 
protection and improvement of human health, i.e. combating major cross-
border health scourges, as well as acts regarding tobacco and alcohol in 
connection with the protection of public health, although excluding any 
harmonisation of national laws and regulations in these fields37.  

 
Cooperation between Member States is generally encouraged, but in 

particular with regard to the ultimate aim to improve the complementarity 
of national health services in cross-border areas. It is stated that  

 
The Commission may, in close contact with the Member States, take any 
useful initiative to promote such coordination, in particular initiatives 
aiming at the establishment of guidelines and indicators, the organisation 
of exchange of best practice, and the preparation of the necessary elements 
for periodic monitoring and evaluation38.  
 
Furthermore, the Council, on a proposal from the Commission, can 

adopt recommendations for the purposes set out in Article 16839.  
This framework has been linked to the use of different instruments of 

soft law by EU institutions and in particular to the Open Method of 
Coordination (OMC)40. 

The subsidiarity principle with regard to healthcare systems is 
reinforced in Article 168(7), which stipulates that the EU must respect the 
responsibilities of Member States for the definition of their health policy 
and the organisation, management and delivery of their health services, 
medical care and the allocation of the resources related to them. 

 
Article 168(3) TFEU regulates an important aspect which reconfirms 

the EU’s external competence rules41: the Union shall encourage cooperation 

                                                 
35 Guy and Sauter, “History”, 6. 
36 TFEU, Article 168(4). 
37 Ibid., Article 168(5). 
38 Ibid., Article 168(2). 
39 Ibid., Article 168(6). 
40 Guy and Sauter, “History”, 13. 
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in the sphere of public health with third countries and the competent 
international organisations, especially the World Health Organisation 
(WHO). 

 
Notwithstanding the explicit competence laid down in Article 168 

TFEU, this is still not enough to outline a clear picture of the series of 
actions that the Union can put into place in order to protect public health. 
In this regard, Article 114 TFEU comes into play, which provides for the 
possibility of adopting harmonisation measures for the approximation of 
Member States’ provisions that have as their object the establishing and 
functioning of the internal market42. It should be noted that most of the 
acts on public health have been adopted using this legal basis and not 
Article 168 TFEU. In this context, it is provided that the Commission, in 
proposing a measure concerning health,  

 
(…) will take as a base a high level of protection, taking account in 
particular of any new development based on scientific facts43.  
 
The prohibition laid down in Article 168(5) on the harmonisation of 

national laws directed to protect human health and the use of Article 114 
TFEU as a legal basis for most EU health law has created tensions 
between the two provisions. Nevertheless, both of them have been used as 
the basis for the Tobacco Advertising44 and the Patients’ Rights45 
Directives46.  

In the judgments of the Tobacco Advertising I47 and the Tobacco 
Advertising II48 cases, in which Germany challenged the European 
Parliament and the Council, claiming that the Treaty provisions used as a 

                                                                                                      
41 Tamara K. Hervey, “EU Health Law”, in European Union Law, eds. Catherine 
Barnard and Steve Peers (Oxford: Oxford University Press, 2014). 
42 TFEU, Article 114(1). 
43 Ibid., Article 114(3). 
44 The Tobacco Advertising Directive (2003/33/EC) bans cross-border tobacco 
advertising and sponsorship in the media, other than television, in all EU Member 
States. 
45 The Patients’ Rights Directive (2011/24/EU) sets out the conditions under which 
a patient may travel across EU Member States in order to receive medical care and 
have the cost reimbursed by their own health insurance scheme. 
46 Guy and Sauter, “History”, 7. 
47 Case C-376/98, Federal Republic of Germany v. European Parliament and 
Council of the European Union, 2000 E.C.R. I-08419, ECLI:EU:C:2000:544. 
48 Case C-380/03, Germany v. European Parliament and Council of the European 
Union, 2006 E.C.R. I-11573, ECLI:EU:2006:772. 
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legal basis for the Tobacco Advertising Directive were inappropriate, the 
Court of Justice clarified the relationship between the two Treaty 
provisions. The Court specified that Article 114 TFEU is the appropriate 
legal basis when there are differences between Member States’ provisions, 
which have a direct effect on the functioning of the internal market 
because they obstruct the four fundamental freedoms.  

Moreover, the harmonisation prohibition of Article 168(5) does not 
mean that harmonising measures adopted on the basis of other provisions 
of the Treaty cannot have any impact on the protection of human health49.  

Furthermore, so long as the conditions for recourse to Article 114 
TFEU as a legal basis are fulfilled, the Community legislator cannot be 
prevented from relying on that legal basis on the grounds that public health 
protection is a decisive factor in the choices to be made50. This means that 
the European legislator cannot create laws within health as a single 
objective, but there must be an internal market connection as a legal 
basis51.  

Lastly, the Court stressed the connection with public health protection 
with reference to Article 168(1) TFEU, which provides that a high level of 
human health protection must form a constituent part of the other 
Community’s policies, and Article 114(3) TFEU, which requires that, in 
achieving harmonisation, a high level of protection of human health 
should be ensured52. 

 
All of this is reflected in the main objectives of the EU legislation on 

medical products which are, on the one hand, the protection of public 
health in respect of Article 168 TFEU and, on the other, the improvement 
and application of the free movement of medical products in the EU in 
accordance with Article 114 TFEU.  

                                                 
49 Case C-376/98, Federal Republic, para 78. 
50 Ibid., para 88. 
51 Anniek de Ruijter, “The Impediment of Health Laws. Values in the 
Constitutional Setting of the EU”, in Research Handbook on EU Health Law and 
Policy, eds. Tamara K. Hervey, Calum Alasdair Young and Louise E. Bishop 
(Cheltenham: Edward Elgar Publishing, 2017). 
52 Case C-376/98, Federal Republic, para 88. 
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1.2 The Developments of EU Legislation  
on Pharmaceuticals 

The first Community rules on pharmaceuticals were introduced, more 
than 50 years ago, in the wake of one of the darkest episodes in European 
pharmaceutical history: the thalidomide tragedy.  

In the post-World War II era, sleeplessness was a common problem for 
many people, resulting in a high demand for tranquilisers all over Europe 
and, in particular, for thalidomide, the only non-barbiturate sedative 
known at the time.  

A West German pharmaceutical company developed thalidomide as an 
anticonvulsive drug in the 1950s. On the basis of the producer’s safety 
claims, the apparently harmless thalidomide was licensed in 1956 for 
prescription-free over-the-counter sale in Germany and most European 
countries. Furthermore, some medical doctors, after it was discovered that 
the drug also alleviated morning sickness, started recommending this off-
label use of the drug to pregnant women, setting a worldwide trend53.  

In 1961, it was discovered that thalidomide has disastrous side effects: 
it interfered with the babies' normal development, creating nerve damage 
in the limbs and thus causing phocomelia. By March 1962, the drug was 
banned in most of the countries where it had previously been sold54. 
Nevertheless, in little more than a decade, over 10,000 children were born 
with thalidomide-related disabilities worldwide55. 

The thalidomide disaster showed the need for evidence-based 
authorisation of medicinal products before being placed on the market in 
order to test and ensure their safety. The European Economic Community 
legislator, as it then was, decided to develop structured medicinal 

                                                 
53 Bara Fintel, Athena T. Samaras, Edson Carias, “The Thalidomide Tragedy: 
Lessons for Drugs Safety and Regulation”, Helix Magazine, June 28, 2009.  
https://helix.northwestern.edu/article/thalidomide-tragedy-lessons-drug-safety-and-
regulation. 
54 Despite its harmful side effects, thalidomide is approved for two uses today: the 
treatment of inflammation associated with Hansen’s disease and as a 
chemotherapeutic agent for patients with multiple myeloma.  
55 James H. Kim and Anthony R. Scialli, “Thalidomide: The Tragedy of Birth 
Defects and the Effective Treatment of Disease”, Toxicological Sciences 122, no. 1 
(February 2011): 1-6. 
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regulations, and so in January 1965, the first Directive (Council Directive 
65/65/EEC56) on pharmaceuticals was introduced.  

It is worth noting that this Directive, like most of the subsequent ones, 
was based on Article 114 TFEU in referring to the internal market, which 
legitimated the European institutions to harmonise their national 
legislation in order to create and develop the free movement of medicinal 
products. Indeed, in the preamble, it is specified that the Directive was 
adopted because  

 
(…) trade in proprietary medicinal products within the Community is 
hindered by disparities between certain national provisions, in particular 
between provisions relating to medicinal products (...) [and since] such 
disparities directly affect the establishment and functioning of the common 
market (…) such hindrances must accordingly be removed [giving priority 
to the removal of] the disparities liable to have the greatest effect on the 
functioning of the common market.  
 
The excellence of this Directive was that, as shown in its preamble, it 

defined the policy that still characterises the current EU regulation on 
medicines: to safeguard public health without hindering the development 
of the pharmaceutical industry or internal market trade.  

 
The above-mentioned European pharmaceutical Directive was a first 

rudimentary effort to harmonise communitarian legislation and progressively 
eliminate the national differences in the field of medicinal products57, 
especially with regard to their marketing authorisation and labelling58. 

Another aspect of the innovation of this Directive was the definition of 
medicinal products established in Article 1. It specified a list of a range of 
substances including a variety of biological products derived from human, 
animal, vegetable and chemical sources59, which was updated only 30 

                                                 
56 Council Directive 65/65/EEC of 26 January 1965 on the approximation of 
provisions laid down by Law, Regulation or Administrative Action relating to 
proprietary medicinal products, 1965 O.J. 22 369,  
https://eur-lex.europa.eu/eli/dir/1965/65/oj.  
57 Alexander Von Schwerun, Heiko Stoff and Bettina Wahrig, Biologics, a history 
of agents made from living organisms in the twentieth century (London: Routledge, 
2015), 18. 
58 Article 1, Directive 65/65/EEC defines proprietary medicinal products as “any 
ready-prepared medicinal product placed on the market under a special name and 
in a special pack”. 
59 Schwerun, Stoff and Wahrig, Biologics, 18. 
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years later when the EMEA established a Biologics Working Party 
(BWP)60.  

The salient features of the authorisation system at that time can be 
summarised as follows. According to Articles 3 and 4 of the Directive, the 
person responsible for placing a medicinal product on the market had to 
request an application, accompanied by specific particulars and documents 
listed in Article 4, to be made to the national competent authority in order 
to start the authorisation procedure which had to be completed within 120 
days61. 

The competent authorities of Member States could refuse62, suspend or 
revoke63 the marketing authorisation when: the product proved to be 
harmful in the normal conditions of use; its therapeutic efficacy was 
lacking; its qualitative and quantitative composition was not as declared in 
the application; or the specific provisions about the labelling were not 
observed64. 

Once the authorisation was obtained, it had a validity of five years and 
could be extended for further five-year periods65.  

 
It was not until 1975 that the provisions laid down in Directive 

65/65/EEC were amended and their implementation further ensured 
through additional requirements and procedures.  

The second Council Directive 75/319/EEC66 was adopted in order to 
continue the approximation of national laws and regulations related to 
proprietary medicinal products and, secondly, to foster the progress 
towards the free movement of such products across the Community 
market. For these purposes, a Committee for Proprietary Medicinal 
Products was set up67, consisting of Member States’ representatives and 
                                                 
60 The Biologics Working Party (BWP) was established to provide recommendations to 
the EMEA scientific committees on all matters relating directly or indirectly to 
quality and safety aspects relating to biological and biotechnological medicinal 
products. 
61 Directive 65/65/EEC, Article 7. 
62 Ibid., Articles 5 and 6. 
63 Ibid., Article 11. 
64 Ibid., Article 20. 
65 Ibid., Article 10. 
66 Second Council Directive 75/319/EEC of 20 May 1975 on the approximation of 
provisions laid down by law, regulation or administrative action relating to 
proprietary medicinal products, 1975 O.J. (L 147) 13,  
http://data.europa.eu/eli/dir/1975/319/oj.  
67 The Committee for Medicinal Products for Human Use (CHMP) replaced the 
former Committee for Proprietary Medicinal Products (CPMP) in May 2004. 
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the Commission, responsible for giving opinions on the compliance of a 
medicine with the requirements set out in Directive 65/65/EEC and for 
facilitating the adoption of a common position regarding marketing 
authorisation by the Member States68. 

Directive 75/319/EEC represented the first step towards a joint EU 
position on marketing authorisation through a multistate licensing 
procedure. Indeed, it introduced the mutual recognition of Community 
countries of their respective national authorisations, with the aim of 
bringing innovative pharmaceuticals to patients across Europe.  

As a matter of fact, according to Article 9, if the responsible person 
requested the forwarding of a specific authorisation to at least five other 
Member States, the Member State which had issued such an authorisation 
had to forward it to the Committee which, for its part, had to advance the 
dossier to the competent authorities of the Member States so specified. 
Notably,  

 
(…) such forwarding shall be deemed to be equivalent to submitting an 
application for marketing authorisation, within the meaning of Article 4 of 
Directive 65/65/EEC, to the said authorities69. 
 
Moreover, the Directive stated that Member States should take all 

appropriate measures to ensure that the documents and particulars for the 
marketing authorisation request, before their submission to the competent 
authorities, should be drawn up by experts with the necessary technical or 
professional qualifications. 

The last innovational aspect covered by the Directive which is worth 
remembering is the control, at a national level, of goods imported from 
third countries, and, in particular, with regard to holding marketing 
authorisation.  

 
In the same year, the Standards and Protocol Directive 75/318/EEC70 

was adopted. It defined the tests to be carried out both on the raw 
materials, during all the stages of production, and on the finished 
medicinal products, to be presented by the respective manufacturers.  

                                                 
68 Directive 75/319/EEC, Article 8(1). 
69 Directive 75/319/EEC, Article 9(3). 
70 Council Directive 75/318/EEC of 20 May 1975 on the approximation of the laws 
of Member States relating to analytical, pharmaco-toxicological and clinical 
standards and protocols in respect of the testing of proprietary medicinal products, 
1975 O.J. (L 147) 1, http://data.europa.eu/eli/dir/1975/318/oj.  


