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1. Introduction 

Welcome to the elective course European Union health law. This manual will inform 
you about the course details including rationale, structure, literature and 
assessment. I hope you will enjoy the course and improve your knowledge on and 
understanding of EU health law.  

Nowadays, the European Union and health are inextricably related. Under the 
current treaty, the ‘Treaty on the Functioning of the European Union’ (TFEU), the 
Union and member states have shared competences in the area of common safety 
concerns in public health matters, and the Union is required to take health 
protection into account in all its policies. But the most explicit health commitment 
has been made by the public health provision, article 168(1) ‘A high level of human 
health protection shall be ensured in the definition and implementation of all Union 
policies and activities’, followed by more specific Union competences in this area.  

The history of the Union’s health policy can be characterized as a “creeping 
competence”. Since its establishment (1952) the role of the European Union in the 
field of health has gradually grown in terms of competences, and has become more 
explicit. Prior to the Treaty of Maastricht (1992) health regulations were merely 
based on agricultural policy, medicines and food safety and the internal market 
(public health exemptions on free movement and coordinating social security 
issues). Confronted with border-crossing health threats (HIV/AIDS, SARS, BSE, 
bioterrorism, etc.), the Maastricht Treaty, introduced a specific treaty-based 
competence aimed at health protection (Article 129). During subsequent treaty 
revision, Union public health competences have gradually increased including 
standard setting of quality and safety of organs and substances of human origin, 
blood products and blood derivatives, adopting measures to combat major cross- 
border health threats, and fostering cooperation with international organizations 
like the World Health Organization and third countries in the sphere of public health.  

As formal Union competence in the field of public health developed, whether or not 
combined with the general harmonization provision (art. 114 TFEU), newly 
established entities such as the European Medicines Agency (EMA), the European 
Centre for Disease Prevention and Control (ECDC), and the European Monitoring 
Centre for Drugs and Drug Addiction (EMCDDA), became responsible for 
respectively, the protection of human health through the evaluation and supervision 
of medicinal products, fighting infectious diseases, and providing information for 
drawing up informed drug laws and strategies. These, and other agencies, have an 
impact on the way the Union protects the health of its citizens, and supports its large 
health industry.  

Conceptualising Union health competences, the main focus is on Article 168 TFEU. 
Though understandable, this is however not the entire story. Other legal bases have 
also been lawfully applied to ensure a high level of health protection (eg, free 
movement provisions, consumer and environmental protection, social policy, 
competition policy, etc). For instance, under the consumer protection policy, the 
general product safety directive (2001/95/EC) established general safety 
requirements for all consumer products, including medical devices. Combined with 



the ‘horizontal’ liability directive for defective products (89/374/EEC), both 
directives are aimed to protect consumers’ (patients’) health against defective 
products. Additionally, Union social and employment law - aimed at protecting 
workers and fighting discrimination - had some unintended consequences in health 
care settings. A clear example is the Working Time Directive’s applicability to 
medical professionals, which it is claimed has hampered the planning and 
organization of medical care. Furthermore, the coordination of social security law, 
the mutual recognition of diplomas of regulated health professions, combined with 
the harmonization of pharmaceutical law, as well as the impact of European 
competition law, have a clear health dimension. At the same time we will be 
confronted with new challenges since the Union is becoming increasingly involved in 
human rights and health care. The recently endorsed EU Charter of Fundamental 
Rights and newly established Human Rights Agency may influence EU law on health 
and health care in the member states. For instance, courts may consider the Charter 
as the basis of judicial review of the activities of EU institutions. Relevant rights may 
include the right to life, equal access to health care, human integrity, and informed 
consent.  

Given the increased role of Union measures protecting health, and in line with the 
rationale of the internal market, extending such an approach towards a European 
health care market may seem quite logical. However, under the current Treaty 
provision Article 168(7) that idea has been explicitly rejected “Union action shall 
respect the responsibilities of the Member States for the definition of their health 
policy and for the organisation and delivery of health services and medical care...” 
Even the recently adopted directive on patients’ rights in cross-border health care 
does not change this, although this directive does define common principles and 
standards on quality and patients’ rights (e.g., values of universality, access to good 
quality care, equity, and solidarity, eligibility criteria, informed choice, personal data 
protection, measures for seeking remedies, etc.). However, the most essential 
elements (material scope, benefit package (‘basket of care’) and reimbursement 
decisions), remain the exclusive competence of the member states. As a 
consequence ‘health will continue to be a highly constrained area of EU 
competence. Nevertheless, health law is firmly on the map as an area of Union 
competence.  

André den Exter  

Course coordinator  

 

 



2. General information 

2.1 Course objectives 

This course will contribute to promote excellence in teaching and equip students 
with knowledge of European integration and health law. So far, a separate course on 
EU integration and health law covering a full range of health (related) topics on 
European integration is missing. Instead, the fragmented legal approach only 
addresses certain elements of EU law and health. By developing an extensive and 
unique teaching program this course will focus on the entire spectrum of EU health 
law, enabling teachers and students to invest in a relatively unknown area of 
European integration.  

The course provides a comprehensive overview of the EU legal framework relevant 
to health and conveys an understanding of the history and development the health 
acquis with respect to public health, the free movement of patients, health 
professionals, health products and services, data protection, competition law in 
health care, the EU Human Rights Charter, and EU health law in a global/regional 
perspective, exploring the content of bilateral relationships with international 
organisations such as the World Health Organisation, World Trade Organisation and 
accession/3rd countries.  

On completion of the course the participant will have a broad knowledge within the 
EU legal framework. Furthermore, the course will enable participants to understand, 
apply and analyse EU health legislation, related to relevant cases/topics, more 
specific this course aims at:  

- Increasing new knowledge of the European legal framework on EU health law 
- The student will be able to identify, analyse and understand contemporary legal 
problems and dilemmas in EU health law, and apply this knowledge on similar issues 
- The student will be able to formulate relevant legal arguments in the EU health 
legal debate, 
- Encouraging students to develop competence in communication skills, 
- The student will be able to analyse and summarize the case law of the EU Court of 
Justice on health integration issues, 
- The student will be able to apply the acquired knowledge in writing an academic 
legal paper on European integration and health law. 

2.2 Contact 

Course lecturer and coordinator: André den Exter, room J6-05 (Bayle building, EUR, 
denexter@law.eur.nl)  

 



2.3 Participation requirements 

Students are encouraged to attend all classes (with notification for an excused 
absence) and to actively engage in discussion and group work.  

Preparation for classes 
The course will involve weekly readings. Students are invited to come to class 
prepared to discuss the day’s readings. These readings will be available online at the 
course page/ university library. 
Optional readings are provided for those who want to engage further with particular 
topics.  

2.4 Mandatory literature 

Mandatory literature  

T. Hervey and J. McHale, EU Health Law. Themes and Implications, CUP 2015 (Library 
copy available)  

Curia website: EUCJ rulings, source: http://curia.europa.eu  

Other mandatory readings will be available online (Canvas literature) 

2.5 Schedule 

check Canvas schedule 

2.6 Exam and resit 

There will be no exam. Instead, students will write an individual paper (in English)  

Students are requested to write an individual paper (5,000 words excluding 
references) that will be graded.  

How to Write a Paper?  

The Paper as a Method of Assessment  

Rationale: The writing of a paper is intended to test your ability to:  

(a) demonstrate knowledge, understanding and critical evaluation of relevant legal 
documents, cases and publications;  

(b) to communicate information and ideas in writing, sustained by evidence and 
other supporting data;  

(c) to complete a piece of written work in a given time.  



Choice of Topic  

Unless the supervisor has assigned a specific topic on which you should write your 
paper you will be free to write on a topic of your choice. It is wise to choose a topic 
that interests you. Do not attempt to write on something on which there is very little 
available literature or documentation. You should try and define the purpose and 
scope of your paper as soon as possible and, wherever necessary, in consultation 
with your supervisor.  

Please note that prior approval of the topic (incl. a 250 words outline) by the 
course coordinator is required before writing your paper. It is recommended to 
contact the coordinator in an early stage. 

Planning the Paper  

As soon as (a) you have been assigned a specific topic, or (b) you have agreed the 
topic of your paper with the supervisor, try to allocate some time to thinking and 
planning the paper. Try also to identify the specific problem that you intend to 
research by formulating an overall question (in case the topic assigned to you is not 
already formulated in question form), or thesis, for your paper. Allow yourself plenty 
of time (a) to search for information in paper-based resources, for example books, 
periodicals, reports, conference proceedings, etc. and in electronic resources, for 
example on the Internet, (b) to collect and analyse data, (c) to write your paper and 
to revise it. Make use of publications that are available in the Erasmus University 
library, searching through the database on 
http://cat.ubib.eur.nl:8080/DB=1/LNG=EN/ to include introductory textbooks, 
advanced treatises, monographs and current legal periodicals. Of course you may 
use of publications that are available in other libraries, such as the Peace Palace 
Library (www.ppl.nl).  

You should draw up a topic outline for the whole paper, divided into sections, with 
relevant headings and sub-headings (see further in this paragraph). A good way to 
do this is to begin with a first draft of the Introduction, treating this section as the 
terms of reference for the rest of your paper (see the next section, for details of 
what the Introduction should contain). Once you have completed this introductory 
section you will be able to allocate ‘working’ headings and sub-headings to your 
paper, drawn from the points that you have already noted in the introduction.  

Structure of the Paper  

Your paper should be divided into numbered sections and, if necessary, subsections 
that represent the headings and sub-headings in the paper. Titles of sections should 
be written either (1) in bold-type or (2) underlined or (3) in italics, to distinguish 
them from the rest of the text.  

Introduction: The introduction is intended to briefly inform the reader about the 
topic of the paper. It should contain a definition, or formulation, of the problem that 
you intend to investigate, together with a number of sub-categories in which you 
add further statements, or raise questions, that you will address during the course of 
your paper. You should explain your reasons for writing on the subject and describe 



how the paper is organised. Remember that the introduction should lead the reader 
into the substantive part of the paper.  

Main Part: The introduction should be followed by one or more substantive sections 
and/or subsections, under each separate headings and/or sub-headings. It is 
advisable to group each of your arguments into a section and secondary points of 
those arguments into sub-sections. This part must contain an extended discussion of 
the topic, highlighting issues and any problems that arise in those issues (where 
available you should also give the solutions, or refer to developments, that address 
the issues/problems). Try and analyse the main points of each of your arguments 
and seek to present them in a clear, concise and logical fashion. You must be able to 
sustain your argument(s) with evidence or supporting data, i.e. the primary and 
secondary sources which you have researched and read. Reference to these sources 
should be reserved for footnotes, more about which below. Remember to be critical 
in searching for inconsistencies and redundancies in your argument(s).  

Avoid long, involved sentences. Try not to present your argument in an extreme 
form, either by saying very little about a very large subject or saying a lot about a 
very detailed subject – you will either confuse or bore the reader. Seek to build your 
argument(s) and remember to check whether you have answered the research 
questions that you may have set yourself in the Introduction, or elsewhere in the 
text. Do not forget to tie together points made in your argument(s) that lead the 
reader to your findings and/or conclusion.  

Conclusion: You should close your paper with a “Conclusion” or “Conclusions” (in 
some instances this might be expanded to “Summary and Conclusions” where 
several different arguments have been analysed – it will also help to focus the 
reader on your conclusion(s)). Avoid any repetition of the argument(s) that you have 
made in the main part of your paper.  

Reference to Sources  

You must give full credit to the primary and secondary sources of outside 
information that you have come across during your research and upon which you 
have drawn in order to write your paper. In addition to direct quotations, footnotes 
must be used whenever you summarise, or paraphrase an author. If you do not give 
full credit to your sources upon which your ideas are drawn, and which may form 
part of your argument, then you are guilty of plagiarism.  

NB. Plagiarism is the act of appropriating the composition (or text) of another, or 
parts, or passages of those writings, or the ideas, or language of the same, and 
passing them off as the product of your own mind. This is a serious violation and, in 
the event that you are caught in the act of plagiarism, you will be dealt with 
accordingly.  

Please, check the university plagiarism policy at: 
http://www.eur.nl/eur/corporate_publicaties/fraude_en_plagiaat/  

Try to show that the writing in your paper is a product of your thoughts and ideas on 
the subject, with correct citation to your primary and secondary sources whenever 
you have used such sources. You may copy phrases, sentences, or small sections of 



text from a book, journal or internet web-site, and add it to the text of your paper, 
which contains your own language, in order to support or illustrate an argument that 
you wish to make. Only cite what is necessary and be aware that it is often more 
effective to put a proposition, or an argument that you have read about into your 
own words.  

When you wish to cite a phrase, whole sentence, or small section of text from a 
book, journal, or internet web-site, that you have consulted, you must (a) be careful 
to copy the phrase, sentence, or piece of text accurately, (b) be careful to place 
quotation marks (“...”) around the text, and (c) give a full citation to the source from 
which you took the text, in a footnote, or endnote, to the paper.  

Tips for Reporting Sources  

The following tips are intended to assist you with particular aspects of reporting your 
sources:  

Citations  

Note that the Oxford Standard for Citation of Legal Authorities (OSCOLA-style) 

Check guidelines and criteria for writing a legal paper:  

https://www.law.ox.ac.uk/research-subject-groups/publications/oscola 

Footnotes only! You should use footnotes to convey the information that you wish 
to provide concerning the reference sources that you have used as a basis for, and in 
preparation of, your paper.  

Cover Sheet/Title Page  

Provide a cover sheet that gives the title of your paper, preferably in the middle of 
the page. Add (1) your name (2) your student number (3) the title of the course for 
which the paper is intended (4) the title of your lecturer/supervisor, (5) the date, 
and (6) the number of words in the paper.  

Table of Contents  

The next page should include a table of contents that (1) lists the headings and (2) 
relates those headings to page numbers. A table of contents makes it easier for the 
reader to see at a glance how you have organised your paper and what line of 
reasoning you intend to develop.  

ASSESSMENT 

Ensure your work is written in correct English before submission.  

By writing an individual paper, the student will be able to apply the acquired 
knowledge on European integration and health law.  

Grade: the individual paper will decide the final grade (100%). The paper has to be 
passed successfully.  



Resit  

In case of re-submission, you have to select a new paper topic. Revision of a 
previously submitted paper is NOT allowed. The conditions for re-
submission are similar as during the previous paper.  

Important dates and reviews  

Papers should be submitted by using the ‘upload box’ in Canvas. Paper submission  

Deadline: 16 April 2021 (deadline 10 am), resit paper submission: 31 May 2021 (10  

am).  

Before writing your paper you should find out exactly what is required of you and 
how the paper will be assessed. Make sure that you can complete the task of 
researching and writing the paper in the time available, without neglecting your 
other subjects or interfering with your preparation for examinations. It is important 
to pace yourself!  

How You'll Be Graded? 
You'll be graded on three basic criteria:  

1. How well do you understand the issues you're writing about?  

2. How good are the arguments you offer? 
3. Is your writing clear and well-organized?  

We do not judge your paper by whether we agree with its conclusion. In fact, we 
may not agree amongst ourselves about what the correct conclusion is. But we will 
have no trouble agreeing about whether you do a good job arguing for your 
conclusion.  

More specifically, we'll be asking questions like these: 
o Do you clearly state what you're trying to accomplish in your paper? Is it obvious 
to the reader what your main thesis is? 
o Do you offer supporting arguments for the claims you make? Is it obvious to the 
reader what these arguments are? 
o Is the structure of your paper clear? For instance, is it clear what parts of your 
paper are expository, and what parts are your own positive contribution? 
o Is your prose simple, easy to read, and easy to understand? 
o Do you illustrate your claims with good examples? Do you explain your central 
notions? Do you say exactly what you mean? 
o Do you present other lawyers' views accurately and charitably?  

 



General outline assessment1  

criteria  

Research question  

Content and sources  

Internal structure  

Argumentation 

Applying theory 

Style and layout Dedication/independence  

Final assessment and mark  

assessment 
U; p; s; ms; g; vg  

explanation  

U: unsatisfactory; p: poor; s: satisfactory; ms: more than satisfactory; g: good; vg: 
very good  

  

Course activities 

 

 
1 Derived from: I. Curry-Sumner, F.G.H. Kristen, M. van der Linden-Smith, H. Tigchelaar, 

Research skills. Instruction for lawyers (latest ed.) (Erasmus University library) 



3. Course activities 

 

3.1 (Guest) lectures 

André den Exter  

3.2 Working groups 

André den Exter  

3.3 Individual (upload) assignments 

n/a 

3.4 Group assignments 

n/a 

3.5 Plagiarism 

EUR rules for plagiarism are applicable  

Plagiarism is the act of appropriating the composition (or text) of another, or parts, 
or passages of those writings, or the ideas, or language of the same, and passing 
them off as the product of your own mind. This is a serious violation and, in the 
event that you are caught in the act of plagiarism, you will be dealt with accordingly.  

Please, check the university plagiarism policy at: 
http://www.eur.nl/eur/corporate_publicaties/fraude_en_plagiaat/  

 

 

 

 



4. Copy rights  

 

 

We would like to draw your attention to the fact that slides/recorded lectures/sessions 

are protected by copyright. 

 

“No part of these materials may be reproduced, stored in a retrieval system or 

transmitted in any form or any means, without permission of the author or, when 

appropriate, of the Erasmus School of Law, Erasmus University Rotterdam.” 

 

Slides may thus under no circumstances be distributed. This includes the use of 

websites and social media such as Facebook! 

We trust that the above mentioned will be respected by you. It goes without saying 

that in case of any (suspected) breach we will call the student(s) responsible to 

account 
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