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BioLaw and EU sources of law 

Elisabetta Pulice 
 
 

I. Introduction 
 
In this section we will provide a short overview of the sources of law directly or indirectly 
concerning principles of biolaw – understood as the set of legal rules regulating life sciences 
and new technology – within the EU legal system. This general overview is also intended to give 
some general remarks to contextualise the cutting-edge topics analysed in this case-book, 
which, by their very nature, are often ever-changing and multidimensional.  
Under the principle of conferral, the European Union acts only within the limits of the 
competences conferred upon it by the Treaties. Within the division of competences between 
the EU and the EU Member States, as clarified by the Treaty of Lisbon, the EU is not able to 
legislate and adopt binding acts in the field of health (no exclusive competence). According to 
article 6 TFEU the EU has instead a supporting competence in the protection and improvement 
of human health. Accordingly, the EU can “support, coordinate or supplement the actions of 
the Member States”. 
In the area of “shared safety concerns in public health matters, limited to the aspects defined 
in the TFEU”, as well as in the field of “research, technological development, space”, the EU 
shares competences with the Member States (art. 4 TFEU), meaning that both the EU and EU 
Member States are able to legislate and adopt legally binding acts. The latter exercise their own 
competence where the EU does not exercise (or has decided not to exercise) its own 
competence. 
Starting from this formal division of competences, the actions of the EU in the field of health 
are growing and expanding also beyond them, on the basis of both negative integration and 
cooperation between the Member States. 
As a matter of fact, the EU framework for biolaw issues is primarily linked to the basic features 
of the EU integration process – starting from the ongoing pivotal role of the internal market 
toward an “ever closer Union” (Art. 1, TEU), in which, among other things, “fundamental rights 
form an integral part of the general principles of law the observance of which [the Court of 
Justice of the European Union] ensures” (see, inter alia, Case C-112/00 Schmidberger [2003], 
par. 71; Case C-36/02 Omega [2004], par 33, and article 6 TEU) – as well as to the scope and 
development of European Union health law and policy. From a general perspective, 
fundamental rights are the values on which both the Union and the Member States are founded 
(art 2 , 7 and 49 TEU), and, within the scope of the Charter of Fundamental Rights of the 
European Union (which, however, shall not extend the competences of the Union), they shall 
be respected by institutions and bodies of the Union and by the Member States (art. 6 TEU and 
art. 51 CFREU) . 
Moreover, on the one hand, health issues have been brought and addressed by the CJEU under 
the market freedoms. On the other hand, provisions concerning EU actions on healthcare have 
been created and secondary legislation regulating related issues has been adopted. 
To outline the basic elements of the legal framework for EU biolaw, the following sources of 
law should thus be considered. 



 

Firstly, the Treaties as to the mentioned competences and the protection of fundamental 
rights. 
The general legal basis of shared competences in the filed of health is embedded in article 168 
TFEU, which introduced further types of measures as compared to the previous version (Article 
152 TEC). While stressing the subsidiarity principle regarding to healthcare systems, the 
provision provides for EU competence to adopt measures concerning “monitoring, early 
warning of and combating serious cross-border threats to health” (§1) and setting “high 
standards of quality and safety for medicinal products and devices for medical use” (§4, letter 
c). Among the measures to be adopted in order to contribute to meet common safety concerns, 
those setting “high standards of quality and safety of organs and substances of human origin, 
blood and blood derivatives” (§4, letter a) also play an important role. Moreover, article 168 
adds measures “which have as their direct objective the protection of public health regarding 
tobacco and the abuse of alcohol, excluding any harmonisation of the laws and regulations of 
the Member States” (§5). Cooperation between Member States in these fields is encouraged 
by the EU, in particular “to improve the complementarity of their health services in cross-
border areas” (§2). The principle according to which “a high level of human health protection 
shall be ensured in the definition and implementation of all Union policies and activities” has 
been strengthened and fostered, at both the EU and the national level, by collaborative and 
practical approaches such as Health in all Policies (HiAP) Health Impact Assessments (HIAs), 
which also contribute to introduce healthcare-related issues into other EU policy areas. 
The Charter of Fundamental Rights of the European, which has the same legal value as the 
Treaties, includes several crucial provisions concerning biolaw: e.g. human dignity (art.1); right 
to life (art. 2); the right to physical and mental integrity; informed consent, the prohibition of 
eugenic practices and of the reproductive cloning of human beings (art. 3); the right to respect 
for private and family life (art. 7); 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 
(art. 35). 
Secondary legislation and, in certain given fields, the approximation process of provisions laid 
down by law, regulation or administrative action in Member States (Art. 114 TFUE) should also 
be mentioned, together with EU specific health policies and actions, such as those related to 
safety at work. Besides articles 168 TFEU (protection of public health) and 114 TFEU 
(approximation of laws), the EU can adopt legislation concerning health also under Article 153 
TFEU  (social policy). 
From a general perspective, while EU Member States hold primary responsibility for organising 
and delivering health services and medical care (art. 168, §7 TFEU), the EU complements 
national health policies by supporting and funding common goals, shared challenges and health 
projects across the EU, as well as by formulating EU-wide legislations and standards for health 
products and services and fostering international cooperation. The EU actions in fields 
connected to public health concern therefore a variety of issues and aims related to biolaw, 
such as improving health systems (e.g. cross-border care, the creation of virtual networks 
involving healthcare providers, health technology and health systems performance 
assessment, the promotion of digital health and care, as well as of high levels of education, 
trainings, skills and adequate flexibility of health workforce); promoting good health by 
addressing topics such as social determinants of health, tobacco, alcohol, nutrition and physical 
activity; imposing and monitoring EU legal requirements on safety and quality for medical 
devices, substances of human origin (and namely blood, tissues, cells and organs), 
pharmaceuticals, endocrine disruptors, and biocidal products. A further field which plays an 



 

important role within the EU’s public health action is disease prevention and response, which 
includes sensitive topic such as vaccination, antimicrobial resistance, cancer, responsible food 
labelling, crisis preparedness and response to fight cross-border threats to health. Due to the 
COVID-19 pandemic the EU is adopting specific additional measures and actions to reinforce 
preparedness and response across Europe, aiming at helping to limit the spread of the 
infection, saving lives and strengthening the internal market’s resilience 
[https://ec.europa.eu/commission/presscorner/detail/en/ip_20_1986]. 
The functions performed by two agencies in supporting and assessing health issues are also 
worth mentioning, and namely the European Medicines Agency (EMA), entrusted with the 
scientific assessment of quality, safety and efficiency of all EU medicines, and the European 
Centre for Disease Prevention and Control (ECDC), entrusted with the assessment and 
monitoring of emerging disease threats in order to coordinate responses across the EU 
Member States. 
The CJEU’s case-law plays a crucial role in developing principles indirectly concerning EU biolaw. 
This is primarily related to the oldest core pillar of EU: the internal market. 
The principles regulating the EU internal market, such as the free movement of the factors of 
production, free competition, and the mechanism of mutual recognition (following the Cassis 
de Dijon case law) may indirectly affect healthcare. 
Just to give a few examples, free movement of services impacts healthcare provisions across 
borders. With reference to medical service the CJEU has held that “the special nature of certain 
services does not remove them from the ambit of the fundamental principle of freedom of 
movement” (Kohll, C-158/96, §20). Regarding national social security systems, the Court has 
also stressed that the provisions on the freedom to provide services “prohibit the Member 
States from introducing or maintaining unjustified restrictions on the exercise of that freedom 
in the healthcare sector” (Yvonne Watts, C-372/04, § 92).  In relation to waiting lists the Court 
has underlined the role of an “objective medical assessment of the patient's medical condition, 
the history and probable course of his illness, the degree of pain he is in and/or the nature of 
his disability” to understand if the delay arising from waiting lists appears to exceed an 
acceptable time (Ibid, §68). Even a sensitive an controversial issue such as abortion has been 
addressed under the principles of the internal market, and namely the freedom of services: 
“medical termination of pregnancy, performed in accordance with the law of the State in which 
it is carried out, constitutes a service within the meaning of […]the Treaty” (Case C-159/90, 
Grogan, 1991, §16). Free movement of persons impacts important sectors, such as cross-
border healthcare and social security. Also health workforce mobility is affected by market 
principles, especially freedom of establishment and freedom to provide services. Mutual 
recognition of medical qualifications and the following adoption of specific EU Directives for 
healthcare professionals concerning professional qualifications show the role and interactions 
between market principles, case-law and EU regulatory instruments. Patients’ rights Directive 
and Tobacco Directives are other cases in point. With reference to mobility of professionals, 
the CJEU has also addressed the issue of the role of professional rules (including professional 
ethics) in decisions concerning both the need for their respect and their possible role in 
hindering free movement of professionals, also with reference to the disciplinary responsibility 
(in relation to healthcare professionals see for instance Case C‑475/11, Konstantinides). 
Pharmaceuticals, medical devises, tobacco are examples of healthcare goods or good having 
an impact on human health, which are addressed also by freedom of goods and subjected to 
the related rules besides the abovementioned EU actions in these fields. 



 

Moreover, concerns about the protection of health can justify prohibitions or restrictions on 
market freedoms. Consequently, CJEU case law may also impact national rules protecting such 
“grounds” (Article 36 TFEU ) or “legitimate aims” (following the Cassis de Dijon case law), 
though the application of a quite strict proportionality test.  
As far as the case-studies are concerned, Case C‑333/14 regarding the interpretation of 
Regulation (EU) No 1308/2013 establishing a common organisation of the markets in 
agricultural products and of Articles 34 TFEU and 36 TFEU with reference to the validity of the 
Scottish legislation on the imposition of a minimum price per unit of alcohol (‘MPU’) with 
respect to the retail selling of alcoholic drinks in Scotland is a case in point. Further CJEU 
decisions show how biolaw issues can be dealt with starting from EU legislation regulating other 
topics not directly linked to them. In Case C-621/15, for instance, issues concerning vaccination 
are addressed by interpreting Directive 85/374/EEC of 25 July 1985 on the approximation of 
the laws, regulations and administrative provisions of the Member States concerning liability 
for defective products. In Case C-179-16, issues related to the off-label use of medicinal 
products, the existence of a relationship of substitutability, as well as the role of the 
competition authority are addressed through article 101 of the TFEU prohibiting measures 
aimed at the prevention, restriction or distortion of competition within the internal market. 
Case C‑528/13 addresses the issue of discrimination based on sexual orientation through the 
interpretation of point 2.1 of Annex III to Commission Directive 2004/33/EC of 22 March 2004 
implementing Directive 2002/98/EC concerning certain technical requirements for blood and 
blood components. In Case C-528/16 the CJEU deals with the issue whether or not mutagenesis 
are, in principle, considered to result in genetic modification by interpreting some provisions 
of Directive 2001/18/EC on the deliberate release into the environment of genetically modified 
organisms. 
 

II. Selected materials 

 

Relevant legislation and other documents 

Patients’ rights in cross-border healthcare 

Directive 2011/24/EU on patients’ rights in cross-border healthcare 

Pharmaceuticals and medical devices (pharmacovigilance, falsified medicines, clinical trials) 

REGULATION (EC) No 141/2000 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 
of 16 December 1999 on orphan medicinal products 

DIRECTIVE 2001/20/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 4 
April 2001 on the approximation of the laws, regulations and administrative provisions 
of the Member States relating to the implementation of good clinical practice in the 
conduct of clinical trials on medicinal products for human use 

DIRECTIVE 2001/83/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 6 
November 2001 on the Community code relating to medicinal products for human use 



 

REGULATION (EC) No 726/2004 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 
of 31 March 2004 laying down Community procedures for the authorisation and 
supervision of medicinal products for human and veterinary use and establishing a 
European Medicines Agency 

REGULATION (EC) No 1901/2006 OF THE EUROPEAN PARLIAMENT AND OF THE 
COUNCIL of 12 December 2006 on medicinal products for paediatric use and amending 
Regulation (EEC) No 1768/92, Directive 2001/20/EC, Directive 2001/83/EC and 
Regulation (EC) No 726/2004 

REGULATION (EC) No 1394/2007 OF THE EUROPEAN PARLIAMENT AND OF THE 
COUNCIL of 13 November 2007 on advanced therapy medicinal products and amending 
Directive 2001/83/EC and Regulation (EC) No 726/2004 

REGULATION (EU) No 536/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 
of 16 April 2014 on clinical trials on medicinal products for human use, and repealing 
Directive 2001/20/EC 

Detailed Commission guidelines on good manufacturing practice for investigational 
medicinal products for human use, pursuant to the second subparagraph of Article 
63(1) of Regulation (EU) No 536/2014 

Commission Implementing Regulation (EU) 2017/556 of 24 March 2017 on the detailed 
arrangements for the good clinical practice inspection procedures pursuant to 
Regulation (EU) No 536/2014 of the European Parliament and of the Council 

Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 
on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and 
Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 
93/42/EEC 

Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 
on in vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission 
Decision 2010/227/EU 

Commission Directive (EU) 2017/1572 of 15 September 2017 supplementing Directive 
2001/83/EC of the European Parliament and of the Council as regards the principles and 
guidelines of good manufacturing practice for medicinal products for human use  

Commission Delegated Regulation (EU) 2017/1569 of 23 May 2017 supplementing 
Regulation (EU) No 536/2014 of the European Parliament and of the Council by 
specifying principles of and guidelines for good manufacturing practice for 
investigational medicinal products for human use and arrangements for inspections 

Tobacco 

Council Directive 2011/64/EU of 21 June 2011 on the structure and rates of excise duty 
applied to manufactured tobacco 



 

DIRECTIVE 2014/40/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 3 
April 2014 on the approximation of the laws, regulations and administrative provisions 
of the Member States concerning the manufacture, presentation and sale of tobacco 
and related products and repealing Directive 2001/37/EC 

Organs, blood, tissues and cells. 

Directive 2002/98/EC of the European Parliament and of the Council of 27 January 2003 
setting standards of quality and safety for the collection, testing, processing, storage 
and distribution of human blood and blood components and amending Directive 
2001/83/EC 

Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 
on setting standards of quality and safety for the donation, procurement, testing, 
processing, preservation, storage and distribution of human tissues and cells 

Guidelines: Coronavirus disease 2019 (COVID-19) and supply of substances of human 
origin in the EU/EEA -  

Serious cross border health threats 

DECISION No 1082/2013/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 
22 October 2013 on serious cross-border threats to health and repealing Decision No 
2119/98/EC 
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Further useful links 

European Commission - EU health policy and actions 

European Commission's Directorate for Health and Food Safety (DG SANTE) 

European Centre for Disease Prevention & Control (ECDC) 

European Medicines Agency (EMA) 

EU CCP Database - COVID-19 convalescent plasma collection and transfusion in the EU  

Summaries of EU legislation on health 

  

https://ec.europa.eu/health/home_en
https://ec.europa.eu/info/departments/health-and-food-safety_en
https://www.ecdc.europa.eu/en
https://www.ema.europa.eu/en
https://ec.europa.eu/health/blood_tissues_organs/covid-19_en
https://eur-lex.europa.eu/summary/chapter/public_health.html?root_default=SUM_1_CODED%3D29&locale=en


 

Medical research and clinical trials 

Carlo Casonato 
 

I. Introduction 
 
Respect for fundamental rights has not always been a priority for clinical research. 
Unfortunately, the reference does not only go to the Nazi experience, to Auschwitz, Dachau, 
and Birkenau, where aberrant and inhuman experiments on transplant, infections, sterilization 
and fertility, resistance to extreme cold or toxic agents, depressurization, and so on were 
carried out. Even in Tuskegee (Alabama), until the early 1970s, some U.S. doctors working for 
the Public Health Service proceeded with research on syphilis, violating the most basic ethical 
and legal principles of informed consent and non maleficence. 
The first signs of the law of clinical research, so, were formed by reaction to these infamous 
experiments: among the best known, the Nuremberg Code (1947) and the Belmont report 
(1979). In the time between the two documents, in 1964, the Helsinki Declaration was 
approved by the World Health Organization: a declaration that contains the main professional 
standards for clinical trials and all research activities. This way, resembling Beauchamp and 
Childress principialist approach, informed consent, protection for participants’ health, a risks-
benefit analysis, methodological robustness and a review by independent Institutional Review 
Boards (IRBs) or Ethics Committee piled up overtime, becoming general conditions for 
conducting any kind of clinical research.  
i) The first element relates to the principle of informed consent: the need for the persons to be 
accurately informed about the essential elements of the study proposed, and to be able to 
express their genuine will, not being in any way forced or deceived in the decision whether or 
not to participate in the research. The participants should be provided with all information 
necessary to make a free and informed choice, including data about the nature, duration and 
purpose of the protocol, the method that will be used, and the foreseeable effects or hazards 
on health and well-being. In particular, the so-called therapeutic misconception must be 
avoided, clarifying that the primary objective of a clinical trial is not the direct benefit of the 
individual patients, but the collection of data necessary for scientific knowledge and future 
treatments. 
Informed consent, particularly in the present period of Covid 19 pandemic, has been criticized. 
A first criticism revolves around the presumptive moral obligation to give it. According to Harris, 
for instance,  
 

«We all benefit from living in a society, and, indeed, in a world in which serious 
scientific research is carried out and which utilises the benefits of past research. It is 
both of benefit to patients and research subjects and in their interests to be in a 
society which pursues and actively accepts the benefits of research and where 
research and its fruits are given a high priority. We all also benefit from the 
knowledge that research is ongoing into diseases or conditions from which we do not 
currently suffer but to which we may succumb. It makes us feel more secure and 
gives us hope for the future, for ourselves and our descendants, and for others for 
whom we care.» 

 



 

Informed consent, on these grounds, should not be a right but instead a (moral) duty. The weak 
side of the proposed theory, however, is that the principle of solidarity cannot be applied one-
way. If participants are asked to always participate in clinical research for the benefit of the 
society, we must be sure that the research purpose is the real welfare of the community, and 
not the commercial interests of pharmaceutical companies, for example. However, a series of 
cases, from Sofosbuvir to Avastin-Lucentis, from Gleevec to Fentanyl, seems proving the 
opposite. 
Another issue related to the informed consent principle is linked to clinical research done with 
data and samples collected in biobanks. Here, an as large as possible data sharing is needed in 
order to reach robust and reliable results; and the Covid 19 crisis is giving even more 
importance to the issue. A relaxation of informed consent, in this context, seems reasonable, 
provided that efficient measures to protect individual privacy are implemented, and that the 
research heads to a real benefit for the whole population and not to the profit of a few. 
ii) The second general rule already provided by the Nuremberg Code and later refined by other 
documents refers to the protection of mental and physical health of participants. Accordingly, 
the safety and well-being of the people involved in the trial take always precedence over the 
interests of science and society. Following this principle, the trial should be conducted in such 
a way as to minimize any discomfort or suffering both of a physical or psychological nature. In 
any case, risks of disability, serious harm or death of participants have to be excluded. And if 
researchers realize, even while doing the experiment, the possibility of such problems, this 
principle requires the immediate interruption of the study. 
(iii) The third principle that can already be derived from the 1947 code concerns the need for 
the study to respond positively to a risk-benefit analysis, in order to be sure that the degree of 
risk (to participants) never exceeds the presumed benefits (to science). The result of this 
analysis may vary depending on the relevance of the outcomes. In any case, each trial must be 
designed in order to providing results that are useful for improving individual or collective 
health, and that cannot be achieved by other, less risky means.  
iv) The fourth rule for clinical research is about the methodological profiles of the study. 
Accordingly, the project has to be based on data from previous studies (e.g., animal testing) 
and has to be designed and conducted in such a way as to give statistically appreciable results 
and not merely random sequences. Also, the research has to be designed, and the structures 
involved organized in such a way as to ensure the minimization of risks, even the most remote 
ones. Each phase of the study, moreover, has to be conducted by qualified and adequately 
trained personnel. 
v) In addition to the four mentioned principles, which are part of the original law and ethics of 
human experimentation since the Nuremberg code, a fifth principle has been indicated: each 
study must be articulated within a protocol examined by an independent IRB or ethics 
committee. In the Declaration of Helsinki, the World Medical Association has promoted since 
the first version (1964) the intervention of an ad hoc independent committee for consideration, 
comment and guidance, then formalizing the necessary evaluation by an independent body 
(1975). In today's version, Article 23 of the Declaration provides as the following:  
 

«The research protocol must be submitted for consideration, comment, guidance 
and approval to the concerned research ethics committee before the study begins. 
This committee must be transparent in its functioning, must be independent of the 
researcher, the sponsor and any other undue influence and must be duly qualified. 
It must take into consideration the laws and regulations of the country or countries 



 

in which the research is to be performed as well as applicable international norms 
and standards but these must not be allowed to reduce or eliminate any of the 
protections for research subjects set forth in this Declaration. 
The committee must have the right to monitor ongoing studies. The researcher must 
provide monitoring information to the committee, especially information about any 
serious adverse events. No amendment to the protocol may be made without 
consideration and approval by the committee. After the end of the study, the 
researchers must submit a final report to the committee containing a summary of 
the study’s findings and conclusions». (See: https://www.wma.net/policies-
post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-
human-subjects/.) 
 

Although EU countries have different regulations, these five principles can be considered, to a 
certain extent, the common core of the European law on medical research and clinical trials. 
In the near future, in any case, a new regulation (EU No 536/2014) will be finally implemented 
and applied all over EU. In fact, although the regulation officially entered into force on 16 June 
2014, the timing of its application depends on the development of a fully functional Clinical 
Trials Information System (CTIS), based on a clinical trials portal and a database which have not 
yet been established. After a number of extensions, the deadline for its application is now fixed 
for December 2021 (https://www.ema.europa.eu/en/human-regulatory/research-
development/clinical-trials/clinical-trial-regulation). 
The Regulation focuses on a number of topics and rules. On the one hand, it will ensure a 
greater level of legal harmonisation for conducting clinical trials throughout the EU. For 
instance, it will introduce an authorisation procedure based on a single submission via the 
portal, and an assessment procedure leading to a single decision. The Regulation also confirms 
and clarifies the rules on the protection of subjects, informed consent, and transparency 
requirements. On the other hand, Regulation 536/2014 will make it easier for pharmaceutical 
companies to conduct multinational clinical trials, which should increase the number of studies 
and financial investments in the EU 
(https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-
10/regulation5362014_qa_en.pdf). 
 

II. Selected materials 
 

Relevant legislation and other documents 

Nuremberg Code: 
https://history.nih.gov/display/history/Nuremburg+Code 
 
Belmont Report: 
https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/index.html 
 
Helsinki Declaration: 
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-
medical-research-involving-human-subjects/ 
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Social determinants of health: 
Health in All Policies, behavioural sciences and nudging 

Simone Penasa 
 

I. Introduction 
 
Two key-data can be recalled when approaching the issue of the use of science, and especially 
behavioural sciences, and public health policies. On the one hand, health’s level is primarily 
linked to non-health factors, such as social, cultural, economic ones. On the other hand, 
individual choices are always conditioned by concrete characteristics of the context and 
conditions in which they are made. 

Epidemiological data: social inequalities and health conditions 
According to EuroHealthNet data for 2019 (Report “Health Inequalities in Europe”) life 
expectancy at birth considerably varies between European Union Member States. If in Bulgaria 
life expectancy average is 74.8 years, in Spain it reaches 83.4 years. If we focus on healthy life 
years remaining at 65 years, within an EU average of 9.8 years for men and 10.2 years for 
women, there are big gaps between Member States, as the range varies from 3.8 years (men) 
and 4.1 (women) years in Slovakia to 15.4 and 15.8 years in Sweden. With regard to self-
perceived health in the EU, the 80.4% of the 20% of the richest population in the EU considers 
its health as “good or very good”, while within the 20% of the poorest population only 61.2% 
expresses the same feeling. Furthermore, people with lower levels of education have a higher 
risk of suffering from certain diseases than those with a high level of education. More precisely, 
3.12 times higher of suffering depression, 2.36 higher for diabetes and 1.93 for obesity. 
According to the WHO Health Equality Status Report, 90% of health inequalities are explainable 
by financial insecurity (35%), poor quality housing and neighbourhood environment (29%), 
social exclusion (19%) and lack of decent work and poor working conditions (7%). Therefore, 
only 10% of health inequalities depends from the quality of health care of a given State.  

The role of social determinants of health: The Health in All Policies (HiAP) approach 
Referred data confirm that many factors have an influence on health in addition to a person’s 
individual genetics and lifestyle. They are personal, social, economic and environmental factors, 
such as income and social status, employment and work conditions, education, childhood 
experiences, social support networks, personal behaviours, gender and culture. Thus, social 
determinants of health refer to “the social and economic (or ‘socioeconomic’) factors that 
relate to a person’s place in society, such as education, occupation or income” (European 
Parliamentary Research Service, Addressing health inequalities in the European Union. 
Concepts, action, state of play, 2020).  
Before this evidentiary background, political institutions at both European and national level 
started to adopt institutional and legal strategies in order to tackling non-sanitary prerequisites 
of individual and public health. One of the more effective regulatory tool is represented by the 
Health in All Policies (HiAP) approach, which “seeks to improve health and at the same time 
contribute to the well-being and the wealth of the nations through structures, mechanisms and 
actions planned and managed mainly by sectors other than health”. This strategy is grounded 
on the solid the solid evidence that health can be influenced by policies of other sectors, and 
that health has, in turn, important effects on the realization of the goals of other sectors, such 

https://eurohealthnet.eu/sites/eurohealthnet.eu/files/publications/Health_Equity_in_the_EU_Factsheet_October_2019_A4_online%20version.pdf


 

as economic wealth, and aims to help strengthen this link between health and other policies 
(Ståhl, Wismar, Ollila, Lahtinen, Leppo (Eds.), Health in All Policies. Prospects and potentials, 
Ministry of Social Affairs and Health, Finland, 2006). According to the WHO, Helsinki Statement 
on HiAP (2013), «an approach to public policies across sectors that systematically takes into 
account the health implications of decisions, seeks synergies, and avoids harmful health 
impacts in order to improve population health and health equity» and “It improves 
accountability of policymakers for health impacts at all levels of policy-making”, by putting an 
emphasis on the consequences of public policies on health systems, determinants of health, 
and well-being. Thus, the ultimate aim of HiAP is “to enhance evidence-informed policy-making 
by clarifying for decision-makers the links between policies and interventions, health 
determinants and the consequent health outcomes”. 
At the EU level, HiAP strategies are channelled mainly through soft law tools, taking into 
account also the limited competencies in the field of health (see arts. 9 and 168 TFEU and art. 
34 CFREU). The institutional inception was the first Finland’s Council Presidency, which is the 
State where this strategy has the longest and more consolidated tradition. Council Conclusions 
on “Equity and Health in All Policies: Solidarity in Health” (2010) acknowledged the strict link 
between social conditions, inequalities and stated that further information on the social 
determinants of health is needed to guide policies towards equity in health. Since then, 
nutrition and physical activity, alcohol, tobacco have been one of the target of regulatory and 
political action of EU institutions. 

Behavioural sciences (BS) and the nudging: regulatory tools for improving effectiveness of 
health-related public policies  
The implementation of behavioural sciences methods and tools to public policies is one of the 
most innovative approaches to social activities which can produce an impact on individual and 
public health. BS can be defined as the application of a more nuanced and evidence-based 
understanding of human behaviour to inform policy-making process. The use of BS into policy-
making is based on the idea that consumers and citizens do not behave rationally and thus it 
assumes the presence of systematic violations of rationality in human thought (X. Troussard, R. 
van Bavel, How Can Behavioural Insights Be Used to Improve EU Policy?).  
Accordingly, the connection between BS and public policy is the expression of the broader 
relationship between science, polity and law, as “Behavioural public policy (…) includes all 
means and modes of public policy aiming at influencing individual or collective behaviour by 
using insights from behavioural economics, behavioural sciences, psychology or neurosciences” 
(Handbook of Behavioural Change and Public Policy). In this regulatory context, scientific 
expertise becomes an essential resource for governing, as it is included within the decision-
making process in order to establish and provide the scientific evidence for the behavioural 
change agenda. 
Within this framework, nudging represents the most known and implemented tool. According 
to Thaler and Sunstein (2008), nudge is «any aspect of the choice architecture that alters 
people’s behaviour in a predictable way without forbidding any options or significantly 
changing their economic incentives». Its essential characteristics are that it must be easy and 
cheap to avoid, non-mandatory and cannot reduce in theory human agency since freedom of 
choice is not removed.  
From this perspective,  
“Nudges are distinct from other forms of paternalistic policy instruments or regulation: for 
example, a tax on sugar or a cap on the size of soda drinks may be inspired by the same 



 

behavioural insights as a nudge, that is, the effectiveness of redesigning the options individuals 
are presented with.  However, the former are not nudges as they reduce the freedom of choice 
of individuals, are based on a regulatory intervention and have financial implications for 
citizens. A tax or a prohibition on products reshapes decision-making by effectively reducing 
the options consumers are given. Instead, a product placed at eye-level or a pre-filled in form 
are more convenient products but nothing impedes consumers from preferring an alternative” 
(S. Ranchordàs, Nudging citizens through technology in smart cities, in International Review of 
Law, Computers & Technology, 34:3, 2020). 
Nudge aims to intervene on social choice architecture, assuming that the context in which 
individuals make choices can influence the way they think and the decisions they make. Thus, 
if you change the context in which individuals decide, you will also influence the content of 
their decisions. In the context of public policies,  
“where the state pursues policies aimed at influencing the decisions that its citizens make 
regarding their health, it becomes a choice architect for its citizens’ health. Such policies need 
not be confined to institutions whose main business is health (or health care). It might include 
initiatives which have health effects, even if they are based in other state run departments such 
as food, agriculture, or transport. For example, making bicycles available through public hire 
schemes may alter social norms and nudge people to cycle rather than taking other transport”.  
Nudge’s theoretical ground put together the idea of paternalism, because ‘it is legitimate for 
private and public institutions to attempt to influence people's behaviour’ and ‘steer people's 
choices in directions that will improve the choosers’ own welfare’, and libertarianism, “since 
this ought to be done in a way that preserves ‘freedom of choice on grounds of either autonomy 
or welfare” (M. Quigley, Nudging for Health: On public policy and designing choice architecture, 
in Medical Law Review, 2013).  
Possible critics to this method are related to three dimensions. First dimension is related to the 
selection of what must be considered “the best option” for individuals (“How can someone 
(public officials, companies, physicians) legitimately claim to know what is good for another 
(citizens, employees, patients)?”). Second dimension refers to the behavioural techniques 
employed, as “even if nudges leave all options on the table, they intentionally and successfully 
induce bad reasoning and manipulate people and pervert their choices”. Third frame of 
objections refers to who is doing nudging, in the sense that there is a nudging agent 
(policymaker, government agency, company) who is deliberately steering other people’s 
decisions (B. Engelen, Ethical Criteria for Health-Promoting Nudges: A Case-by-Case Analysis, in 
The American Journal of Bioethics, 19(5), 2019).  

A paradigmatic case: The Behavioural Insights Team (United Kingdom) 
United Kingdom is probably the most relevant experience of effective and systematic 
implementation within public policies of behavioural sciences. It was established as “Nudge 
Unit” within the UK Cabinet Office in 2010 and became an independent social purpose 
company in 2014 as Behavioural Insights Team (BIT). It continues to collaborating with the UK 
Government and local authorities by providing independent research and experimenting 
concrete actions based on the nudge theory in many areas of public life, such as health, 
education, taxation. The general aim is to translate the best of behavioural science into policy 
and practice. A case of implementation of BS in health-related context is a project aimed to 
tackling childhood obesity, which represents a relevant issue in UK (one in five children re 
overweight or obese by age 11). By using the evidence that environment where children live 
matters as much as individual choices when it comes to how they eat, in 2013 BIT in 



 

collaboration with the Department of Health and Social Care proposed to intervene on the UK’s 
sugar tax mechanism in order to link it to the level of sugar contained in market-leading 
products. The idea was to set sugar thresholds able to “push” industry to reformulate to meet 
it, by substituting sugar without compromising the consumer price or quality of popular drinks. 
The outstanding outcome of this “experiment” was that, even before the entry into force of 
the tax (2018), popular brans made substantial improvements, resulting in an 11% reduction of 
sugar in soft drinks, which is the equivalent of removing 10,000 tonnes of sugar from UK shelves 
(see BIT Annual Report 2017-18). 
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Cross-border healthcare and patients’ mobility 

Lucia Busatta 
 

I. Introduction 
 
Cross-border healthcare is a significant example of the tight interlace of EU and State 
competences in the field of healthcare. It could be defined as the right of an individual patient 
to obtain medical treatments in a Member State (MS) different from the one in which she is 
medically insured and to receive reimbursement for medical expenses incurred abroad from 
her home healthcare institution. It could also describe the possibility for a healthcare service 
provider to exercise in another MS. In any of these possibilities, the conditions under which 
cross-border mobility for healthcare is possible are set by EU rules and derive both from the 
Treaties provisions and from EU legislation. 
In this chapter, we will mainly focus on patients’ mobility, which is frequently referred to in 
terms of “medical tourism”, even though the latter expression is not apt to correctly describe 
the phenomenon. By medical tourism, in fact, we make reference to the possibility to travel 
abroad to get medical services, but normally the related expenses are directly paid by the 
patient and there is no link with either the hosting or the home healthcare institution. On the 
contrary, cross-border healthcare does refer to patient’s getting medical treatment abroad but 
within a legal scheme designed by EU legislation. Firstly, individuals’ mobility is limited to the 
EU territory, that means that medical care could be obtained only in another Member State, 
whereas medical tourism could comprehend also third countries. Secondly, treatments that 
could be covered are only those that are already included in the list of treatments available 
within the home healthcare institution, therefore a patient cannot get a treatment that is not 
already provided by her healthcare service of affiliation. Furthermore, depending on the legal 
scheme applicable, the treatment concerned is paid by the healthcare institution of affiliation 
(i.e. the one of the State where the individual patient is resident or registered), either directly 
or by reimbursement of medical expenses to the patient. In order to fulfil the requirements 
that permit to the home health institution to take charge of medical expenses incurred abroad, 
the individual patient must meet some features that are provided by the EU law. 
Therefore, EU law on cross-border healthcare runs on two parallel tracks, that should be taken 
into consideration to have a complete overview on the regulation of the phenomenon. The first 
one is the European Parliament and Council Regulation (EC) 883/2004 of 29 April 2004 on the 
coordination of social security systems, which replaced Regulation 1408/71, and which is 
generally aimed at facilitating the free movement of EU workers and their families. The second 
track is the Directive on patients’ mobility (European Parliament and Council Directive 
2011/24/EU of 9 March 2011 on the application of patients’ rights in cross-border healthcare), 
which came after almost ten years of litigation before the European Court of Justice (CJEU) with 
the aim of harmonising the very different national legislations on the possibility to get medical 
care in another MS at the expenses of the healthcare institution of affiliation. 
More precisely, art. 20 of the Regulation provides that «An insured person who is authorised 
by the competent institution to go to another Member State with the purpose of receiving the 
treatment appropriate to his/her condition» shall receive that treatment as though she were 
insured there. «The authorisation shall be accorded where the treatment in question is among 
the benefits provided for by the legislation in the Member State where the person concerned 



 

resides and where he/she cannot be given such treatment within a time limit which is medically 
justifiable, taking into account his/her current state of health and the probable course of 
his/her illness». This provision, however, was quickly exploited to take advantage of the Treaty’s 
provisions on internal market and on the freedom to provide and receive services in the EU 
territory and, in particular, leaning on Art. 56 TFEU (previously Article 49 TEC), which prohibits 
restrictions on the freedom to provide services in the EU. Since 1968, in Luisi and Carbone 
decision (Joint cases C-286/82 and C-26/83 Luisi and Carbone [1984] ECR I- 00377. 
ECLI:EU:C:1984:35), the CJEU has stated that medical treatments must be considered as 
services under the Treaty provisions. 
In other words, claiming the rights deriving from internal market freedoms, individual patients 
started to challenge State restrictions on their possibility to travel for medical services. Taking 
into consideration cases in which individual patients were refused the authorisation provided 
by the Regulation, the CJEU started to set and progressively specify a set of rules that allow for 
State restrictions on the freedom to provide services and benefit of treatments. In Kohll, in 
1998 (C-158/96 Kohll [1998] ECR I-01931. ECLI:EU:C:1998:171), the CJEU found that the system 
of prior authorisation is a restriction on the freedom to provide services and that the Regulation 
provisions do not impede to MS to reimburse the costs for medical expenses sustained by EU 
patients in a Member State different from the one of affiliation. Restrictions on the freedom to 
provide services could only be justifiable on grounds of public health in order to protect the 
quality of internal medical services (that is the need to maintain a balanced hospital and 
medical service open to all). In the concrete case, this condition was not met, and the restriction 
was found unjustified. 
A few years later, in the landmark Watts case (C-372/04 Watts [2006] ECR I-04325. 
ECLI:EU:C:2006:325), the CJEU went on further in specifying this principle, to the point that it 
stated that the refusal of prior authorisation cannot be justified on the mere existence of 
waiting lists in the health service of affiliation. To solve the case, the Court of Justice analysed 
in depth the organisation of the English health service, which is completely publicly funded and 
universalistic in nature (i.e. individuals affiliated to the service are all equal in point of access to 
healthcare treatments and clinical priorities are dealt through waiting lists). As a result, EU 
judges gave a strong contribution to the definition of undue delay in access to a medical 
treatment, as a reason for cross-border healthcare, saying that it has to be considered with 
reference to the individual patient’s clinical needs. 
As an aftermath of the decision, the EU legislature began working on a Directive to harmonise 
national rules and to give legislative shape to the principles progressively established by the 
Court of Justice. The Directive on patient’s rights in cross-border healthcare was finally 
approved in 2011 and outlines the circumstances in which MS may lawfully restrict freedom of 
movement for medical treatments, which remains the general rule following the internal 
market Treaty provisions. The Directive defines in legislative terms the exception to this general 
rule, providing for a detailed procedural framework that today regulates cross-border 
healthcare provisions in the whole EU territory. In few words, patients can obtain medical 
treatments in another MS and being reimbursed afterwards mainly freely, unless they need 
highly specialised or hospital care. In this case, they need to obtain from the healthcare 
institution of affiliation a prior authorisation. The Directive also creates National Contact Points, 
to provide information on cross-border healthcare; it boosts the cooperation among MS in key 
areas such as the treatment of rare diseases and telemedicine through European Reference 
Networks and encourages the exchange of good practices among MS. Above all, the main scope 
of the Directive was to stop litigation before the CJEU and to definitely clarify the rules 



 

concerning healthcare abroad. It should be pointed out that, as provided by recitals of the 
Directive, the Regulation on the coordination of national security systems is still the prevailing 
legal scheme and should take prevalence when a patient meets the condition for both the 
regulation and the directive (recitals 28-31). Therefore, the Directive framework has a residual 
nature. 
Indeed, after the Directive was adopted, the litigation before the Court of Justice has 
substantially halted, with the only exception of requests for preliminary references based on 
pre-existing cases (that brought, for example, to the Petru decision in 2013) and to secondary 
issues concerning the mutual acknowledgement of medical prescriptions. 
The phenomenon of cross-border healthcare, taken as whole, represents a very good example 
of several interactions between State and EU roles and competences that are at the centre of 
the current legal debate. Firstly, cross-border healthcare demonstrates that, even though the 
EU does not have direct competence over the organisation of healthcare services, it still can 
significantly influence state provisions on treatments and services. Secondly, it touches the 
delicate chords of the enduring tensions between EU and state legal discipline on social rights: 
enforcing EU Treaties and giving shape to its principles is more and more requiring states’ 
action on social rights and, therefore, a strong public economic commitment on the granting 
of services. Thirdly, it is strictly linked with the realisation of the principle of solidarity that, in 
several fields, has been challenged and questioned by states forced to enact policies and 
regulations to fulfil EU obligations. In this specific sector, solidarity is also boosted among MS, 
through the request of sharing good practices and to cooperate in the organisation of health 
services. Fourthly, as to the organisation of healthcare services and their interoperability, the 
discipline governing the right to obtain medical care around the EU at the expense of the home 
health institution could be considered a first step towards a more general integration of 
national health services. Finally, the ongoing pandemic emergency that is bending most 
European countries has demonstrated to all of us the essential need for a strong and structured 
cooperation among MS in the field of healthcare, which is the only concrete solution to be 
prepared and seriously face global health challenges. 
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Current issues in the protection of genetic data and biobanking in the EU 

Marta Tomasi 
 

I. Introduction 
 
The complex and manifold relationship between genetics and law has lively evolved over the 
years, often attracting the attention of jurists and bioethicists. 
The applications of genetics, in fact, call into question a plurality of areas of law, depending on 
whether genetic information is used for diagnostic, therapeutic, individual identification 
purposes, in the medical, procedural, insurance, employment or school field, and much more. 
Since the conclusion of the Human Genome Project in 2003, which led to the first complete 
mapping of the human genome, the main concerns have addressed the possible risks of 
discrimination arising from the use of particularly sensitive information and the need to protect 
people's fundamental rights such as privacy and confidentiality. 
It is important to highlight the fact that the advancement of knowledge in the field of genetics 
has somehow helped to reduce lawyers’ concerns or, at least, to reorient their focus. Over the 
years, in fact, some notions such as exceptionalism and determinism have lost consistency. 
Determinism, which claims to sum up the biological identity of the human being in its genetic 
component, comes today to terms with the increasingly consolidated scientific knowledge on 
the plurality of factors connected to the biological life of each individual and the 
interrelationships between them (think, for example, of epigenetics). In the same way, 
exceptionalism, which sees genetic data as a very peculiar entity characterized by distinct 
nature from other sensitive information, is based on elements that have at least in part been 
called into question. For example, one of the elements that for a long time represented a 
connotative trait of genetic information, that of its non-modifiability, has lost consistency in 
recent years, due to the development of technical capabilities to intervene on the DNA of living 
beings, modifying and "improving" it (think of the promising CRISPR-Cas9 gene editing 
technique). 
These adjustments, however, have not diminished the degree of interest that this field of 
knowledge holds for the law and, on the contrary, have increased it. Despite its sectoral 
character, there are many profiles that make this field particularly significant for biolaw studies. 
The first reason of interests is that, unlike other revolutions that have turned out to be broken 
promises, genetics has been redesigning the world of medicine and research on a daily basis 
for the past 20 years, and even if the definitive scenario of a geneticisation of medicine is 
neither plausible nor desirable, it is likely that in the years to come its importance will increase 
rather than decrease. This encouraging scenario also depends on the possibility for this science 
to benefit from the very fast advances of some technologies, whose point of arrival is not yet 
foreseeable (think of the advances in sequencing techniques and the increased capacity of data 
analysis). 
The second aspect is given by the fact that, being linked to identity profiles, in some cases on 
the basis of scientifically objective elements (think of the cases of single-gene diseases, such as 
Huntington’s disease or sickle cell anemia), in other cases on the assumption of elements linked 
to a mere perception or social construction (think of the highly contested and current notion 
of "race"), genetics has had a problematic relationship with public power throughout history. 
Moreover, perhaps for this very reason, in contrast to what happened with regard to other 



 

technological advances, the law has taken prompt action to contain the risks and dangers 
associated with this branch of knowledge, in some cases – as mentioned above – also 
overestimating them. A further reason of importance, maybe less noble, but nevertheless real, 
is that of economic interests, which are evident when considering the importance of personal 
data in modern society, which have recently been defined as “the new oil” (the genetic testing 
market accounted for over USD 12 million in 2019, and is expected to almost duplicate its value 
by 2027). 
Even limiting the field of analysis to issues related to medicine and scientific research, all the 
reasons described above give a central role to the study of the modifications that genetics has 
produced on the constitutional status of the person in the field of biomedicine and of the 
consequences in terms of the configuration and effectiveness of rights involved. The legal 
image of the person, and the set of rights involved, must be reconsidered under three 
dimensions of 'relationship', 'space' and 'time'. 
 
To this aim, the starting point of the reasoning is the connatural ambivalence of genetic data 
which gives concreteness to the unrepeatability and uniqueness of the human being and at the 
same time interweaves relationships among people sharing the same DNA. The fact that the 
human genome is shared with other individuals imposes to detach from the scheme of 
individual subjectivity, which underpins the theories of individual rights. In concrete terms, this 
implies that the traditional standards of medical confidentiality and privacy clash with an 
unavoidable need to share personal data and information in the clinical and scientific research 
fields. Thus, for example, the general principle of confidentiality of the relationship with the 
doctor has found regulatory exceptions to guarantee the interests of third parties belonging to 
the same biological group. These evolutions are testified, for example by the case of ABC vs. St 
George’s Healthcare NHS Trust, in which the defendants learned that ABC’s father suffered 
from Huntington’s disease but, consistent with his wishes, did not disclose the diagnosis to ABC. 
When ABC was subsequently diagnosed with the same condition she sued the defendants in 
negligence. The trial judge ordered ABC’s statement of claim be struck out on the basis that the 
Defendants did not owe a duty of care to ABC. However, the Civil Division of the English Court 
of Appeal quashed that order and remitted the case for trial. In doing so, the Court has left 
open the possibility that a duty of care may be owed to third parties with an interest in a 
patient’s genetic information, however whether such a duty exists still needs to be determined. 
Similarly, the strict rules on data confidentiality in the field of scientific research give way, in 
some cases, to the need for sharing, as indicated, for example by the need of many rare disease 
patients to distribute their biological samples and personal information to receive a diagnosis 
or therapeutic solutions. 
The field of research clearly shows how the relationships to which genetics attributes 
importance also extend beyond the boundaries of the family group, bringing to light new issues 
related to the concept of equality. Many national and international regulations now prohibit 
discrimination on a genetic basis, but most of the debates focus on two specific areas, insurance 
and employment. However, we must not forget the many risks of violation of the principle of 
equality that affect the field of biomedicine today. The most interesting profiles, in this sense, 
derive from progress in the field of personalised medicine. 
The aim of this new branch of medicine is to identify the best treatment for everyone, based 
on their biological characteristics, with the ultimate aim of overcoming inequities in healthcare 
and to ensure that everyone can benefit from proper and effective treatments. Nevertheless, 
the steps that have to be taken to get to that result pave the way towards new risks of 



 

discrimination, due to the need to identify sub-segments of the population to be studied. This 
task, which is the essential prerequisite to learn how treatments work, has to be based on 
biological features shared among different individuals. The selection of these elements, which 
produces a “fragmentation of humanity”, has to be attentively reasoned, since the choice of a 
wrong proxy for genetic features can easily lead to dangerous consequences. 
The most patent example of these risks is racial medicine. In some cases, it happened that race 
– a non-existing category in human biology – has been used to categorize patients, pretending 
that their genetic makeup proved to specifically benefit from the new treatment developed. 
This is what happened in the case of Bidil, the first racial drug approved by the FDA in 2006. 
The approval of a drug which is supposed to work for people belonging to a specific racial group 
risked to convey the message that race is real, re-opening the way to old discriminations. 
And even if groups are properly designed the risk is that not everyone will be able to benefit 
equally from these advances. Research has shown that most of the genetic knowledge we have 
is based on the genomes of a select group of individuals. According to a recent analysis, an 
estimated 78% of genomes in genome-wide association studies (GWAS) are from people of 
European descent, meaning that the majority of genetic information we have is only accurate 
for a small portion of the global population and forget to address medical problems that cause 
the most morbidity and mortality in developing nations. 
This data bias has created and, unless the trend changes, will create healthcare disparities that 
have left a large part of the global population behind. 
 
In addition to this relational dimension, new dimensions of time and space must be taken into 
account as well. Genetics promotes an idea of health and healthcare that – thanks to the 
predictive nature of genetic information - extends throughout a lifetime. Moreover, genomic 
research can be carried out, starting from the same materials and data, in different moments 
also far in time. These considerations prevent the person, patient or participant, and his/her 
rights from being considered in a punctiform way along the line of time but requires them to 
be taken into account in their diachronic essence. Secondly, from a spatial point of view, the 
collections of samples and data and, in particular, biobanks, allow frequent transfers of 
biological materials and data, giving them a global relevance. The traditional boundaries of 
jurisdictions, therefore, are challenged by the accessibility of new technologies on a global level 
and the possibility of extending the 'informational dimension' of the person into virtual space. 
Furthermore, these considerations impact, in particular, on one of the instruments traditionally 
intended to protect confidentiality and self-determination in the field of biomedicine: informed 
consent. This tool, in the field of genetics – either clinical or research – has to been 
deconstructed and reinterpreted: the described new dimensions of time and space require to 
abandon its understanding as an instant authorisation to process data and use them to specific 
aims and to requalify it in terms of a relational, progressive, and dynamic process, which also 
promotes a dimension of active participation and responsibility towards oneself and others   
These are just a few examples of how genetics solicits, on a daily basis, legal thinking. 
In a broader and conclusive perspective, this peculiar field of science also allows some general 
reflections on the role of law in science regulation and on the "quantity" of biolaw that might 
be considered appropriate and efficient. 
For example, a new role for the law, in these circumstances, beyond establishing detailed legal 
rules and prohibitions, can work on the creation of more direct contaminations with science 
and ethics. The idea might be that of a "principled law", based on fundamental (constitutional) 
principles, integrated with the contribution of other sciences. The self-regulation of the 
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scientific community at supranational level, for examples, could help integrating and 
completing the regulatory system, allowing the overcoming of the narrow national regulatory 
boundaries, which are not well suited to the described extension of the area of physical, 
informational, and consequently legal relevance of the person within the context of genetic 
medicine (in this sense, consider the opening of the GDPR toward ethical standards in orienting 
the scope of 
data processing for scientific research). 

II. Selected materials 
 

Relevant legislation and other documents 

EU General Data Protection Regulation (GDPR - Regulation (EU) 2016/679) 

US Genetic Information Nondiscrimination Act (2008) 

Italian Data Protection Authority, Provvedimento recante le prescrizioni relative al 

trattamento di categorie particolari di dati (Authorization n. 146/2019) 

Universal Declaration on the Human Genome and Human Rights (Unesco, 11 November 1997) 

International Declaration on Human Genetic Data (Unesco, 16 October 2003) 

  

Relevant case-law 

ABC v St George's Healthcare NHS Trust & Ors [2020] EWHC 455 (QB) (28 February 2020) 
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The rise of Artificial Intelligence in the constitutional dimension 

Marta Fasan 
 

I. Introduction 
 
This century is the age of intelligent machines. Every day we find out how deeply Artificial 
Intelligence (AI) is pervading our lives in numerous ways, performing tasks that we were used 
to consider an exclusive human prerogative. The development of driverless cars, the growing 
use of autonomous systems in economic and financial areas, the application of facial 
recognition technologies in fighting terrorism and in policing operations, the employment of 
robotic and AI systems for medical and social care’s purposes and the rising presence of 
Artificial Intelligence in the dynamics related to the public and political sphere demonstrate 
how these technologies are coming out from the science fiction dimension to become relevant 
factors of real life. The increasing improvements of these technologies and the emerging 
perspective of their future application highlight the need to better understand this 
phenomenon, especially taking into consideration the relevant legal consequences of AI 
employment in our day-to-day life. 
The first fundamental step in this general overview of the AI legal dimension concerns the need 
to understand and clarify what Artificial Intelligence is and what falls within this specific 
concept. But, even though AI is one of the most important and promising innovation of the 
contemporary age, there is not an universally and equally shared definition of Artificial 
Intelligence among experts in the field. Indeed, the uncertainties related to the very concept of 
intelligence and to the specific subject of this scientific area have led to the deployment of 
many different definitions of what AI should be. Anyway, in this context of defining pluralism, 
it’s possible to identify the main common features which outline the leading characteristics of 
the contemporary notion of AI. Taking into consideration the definition adopted by the High-
Level Expert Group on Artificial Intelligence of the European Commission, we could define 
Artificial Intelligence systems as: «(…) systems designed by humans that, given a complex goal, 
act in the physical or digital dimension by perceiving their environment through data acquisition, 
interpreting the collected structured and unstructured data, reasoning on the knowledge, or 
processing the information, derived from this data and deciding the best action(s) to take to 
achieve the given goal. AI systems (…) can also adapt their behaviour by analysing how the 
environment is affected by their previous actions» (HIGH-LEVEL EXPERT GROUP ON ARTIFICIAL 

INTELLIGENCE, 2019). Thus, Artificial Intelligence is a set of technologies inspired by the ways 
people use their nervous systems and bodies to sense, learn, reason and take action. 
The AI systems’ ability to perform intelligent functions is mainly due to two relevant factors: 
the increase in computational capacity and processing power and the growth in the amount 
and quality of data available and accessible today. These elements have allowed the 
development of two learning techniques which play an essential role in making these artificial 
systems able to produce important results in terms of efficiency: machine learning and deep 
learning. 
The first term refers to a set of techniques that enable the AI system to improve, through 
experience, the performance of its functions. Based on machine learning, AI can learn and learn 
through specific examples, collected data and its own experience and, in this way, it can 
implement the model used to achieve the final given goals (MITCHELL, 1997). On the other hand, 



 

deep learning is a specific type of machine learning which, by imitating the functioning of the 
human brain, also lets artificial systems to improve their capabilities through experiences and 
collected data. However, what really characterises deep learning is its functioning’s foundation 
on artificial neural networks, which make the system capable to learn from unstructured and 
unclassified data, through an unsupervised method. In this way, the AI system can analyse the 
information and reconstruct data’s common correlations and patterns to be used in the final 
decision-making process (GOODFELLOW, BENGIO, COURVILLE, 2016). 
These specific technical features enable AI systems to make accurate, reliable, fast and effective 
decisions and predictions, enhancing the spread and the application of this technology in many 
different fields. After all, the growing phenomenon of digitalisation, combined with the learning 
techniques described above, are facilitating the adoption of AI technologies, considering that 
the results achieved would be better than those possible with only human work and knowledge. 
Whether the benefits related to the use of Artificial Intelligence make it desirable to extend this 
technology more rapidly and pervasively within society, its application is not lacking significant 
legal consequences. And this, because of the risks involved in using these intelligent tools. 
First of all, the development of AI systems rises up important questions about the legal 
protection of people’s right to privacy. As we said before, the operation of these intelligent 
tools is mostly based on the immense amount of significant data, used to train the artificial 
system and make it operate in an efficiently way. Therefore, AI researchers and designers have 
always to collect a sufficient quantity of data from multiple resources, sometimes including also 
personal and sensitive information. In this context, it’s harder to understand who really controls 
and owns these data, who has the right to access them, who is legitimate to collect personal 
and private data, how people could effectively give their consent to the use of this kind of 
information and for which purposes too. And thus, AI deployment could seriously affect the 
protection of right to privacy and of all its guarantees. 
Secondly, the variety and the quality of data employed by AI systems could determine relevant 
concerning issues. The use of incomplete or biased dataset and of partial information could 
affect the reliability and fairness of the results obtained through the AI tool. And this possibility 
would give rise to new forms of discrimination and would perpetuate the already existing ones, 
also offering a lower performance than normally ensured through standard tools. 
Thirdly, the rising digitalisation of many aspects and areas of human social life and the 
deployment of more and more complex, advanced and intelligent technologies are making 
harder to ensure equal access to these tools. Both from the economic perspective or from the 
digital education one, an uncontrolled and unlimited digitalised delivery of public and private 
services could preclude some people from enjoying the real benefits of these technologies. 
Such an approach could also fuel dangerous forms of technological divide to the detriment of 
those individuals who are traditionally considered more vulnerable in our society. 
Finally, one of the most problematic issues about AI application concerns the so called black-
box phenomenon. The inability to completely understand all the reasons and the logical steps 
why the AI took that specific final decision could mean a general lack of transparency in certain 
and fundamental decision-making phases. And this situation is worsened by all that restrictions 
which significantly limit the access to the source code of the artificial system, protecting the 
intellectual property rights of the producing companies. In this context, there is a founded risk 
that such a lack of transparency could undermine people’s confidence not only in the reliability 
of these artificial tools, but also in all those human operators who have the duty to interpret 
this kind of artificial choices. 



 

By analysing the problematic issues described above, it’s evident that the advent of the AI is 
clearly intended to change human life in the next future with substantial legal consequences in 
many fields. All the examined matters perfectly outline the risky profiles due to an unsupervised 
and naïf spread of AI technologies, which could have the undesired consequence of affecting 
the protection of many fundamental human rights and the application of essential 
constitutional principles like transparency, equality and self-determination ones. According to 
this, there is the need to figure out the proper way of introducing AI in the human society and, 
at the same time, it’s necessary to understand how to legally deal with these innovation, 
considering exactly which legal means could assure an efficient regulation of AI issues. Indeed, 
the application of these technologies makes us to reconsider the existent traditional legal 
categories, wondering if they might effectively and sufficiently solve these emerging questions 
or if it’s necessary to create new categories and instruments to face AI deployment in the real 
world. What we can consider clear in this uncertain scenario, it’s the need to set up a regulatory 
framework aimed at creating and AI for the “Good Society”(CATH ET AL., 2018), even though the 
improvement of AI systems and their applications are not always driven by the most authentic 
goal of human progress and wellbeing. Any regulatory action in this field would have to 
guarantee both the maximization of benefits and the minimization of damages following from 
the use of intelligent technologies, assuring the protection of human freedoms and rights and 
avoiding any unjustified fear which could limit the scientific and technological progress. And for 
this purpose, an effective solution could come from the very original goals of constitutionalism: 
protection of rights and limitation of powers. Following this direction and the purpose of a 
reasonable balancing of all the interests involved, many different legal systems are trying to 
implement a “constitutionally oriented” AI regulation, moving from a wide variety of legal 
sources and regulatory instruments. And these experiences, although still at an embryonic 
level, represent a fundamental testing ground to understand which path to take for an effective 
and human-centred future regulation of Artificial Intelligence. 
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