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1. Introduction 

 

1.1 Background 

 

Bioethics is an interdisciplinary academic field which combines, inter alia, law, 

philosophy and ethics related to biotechnology and the life sciences. One central issue 

in the field is the legal status of the human embryo and foetus and another is the legal 

status of human germ cells. The distinction between the two is clear in medical and 

legal terms, but they have been accorded different levels of legal protection. In addition, 

the field of life sciences, particularly genetic engineering and gene therapy, is young in 

the sense that new developments happen rapidly, but the legal framework does not 

always keep pace. 

 

This thesis is intended to shed light on the legal status accorded to foetus and embryos 

compared to germ cells. The protection of germ cells is largely codified in hard law and 

expressed in clear terms, while the protection of embryos and foetuses is found in a mix 

of hard law and case law. Further, this issue is closely linked to the principle of human 

dignity, as a value that should be upheld in the face of emerging technologies and 

discoveries in the field of gene therapy. This thesis intends to explore legal protection of 

human embryos and foetuses and human germ cells in Sweden, in connection with the 

principle of human dignity. The aim is not to establish that the protection of embryos 

and foetuses or human germ cells requires further legislation or that the existing legal 

framework requires clarification, but certain considerations on a possible need for future 

legislative efforts will be made in the concluding section of the thesis. 

 

The use of gene therapy on human subjects, including human germ cells, embryos and 

foetuses, is governed by a number of instruments. This thesis will aim to paint a 

complete picture of the regulations that are applicable in Sweden, a legal framework 

which is comprised of international, European and Swedish hard law and international 

soft law. While the soft law instruments are binding in themselves, they have acted as 

guidelines for the adoption of international hard law.  
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There are a number of ethical issues associated with the use of gene therapy, which have 

been addressed to various degrees by legislators. On the European level, there is a lack 

of consensus regarding the level of protection accorded to embryos and foetuses vis-à-

vis human germ cells and what is commonly referred to as the human germ line.  The 

discussion contained in this focus, particularly the review of existing case law, will 

focus primarily on the legal protection of embryos and foetuses. The legal protection of 

germ cells and the germ line will be used as a counterpoint to illustrate the change in 

legal protection that occurs when a germ cell is fertilised and starts to develop into a 

human being. 

  

1.2 Purpose 

 

The purpose of this thesis is to explore the protection accorded to human embryos and 

foetuses, particularly with regards to the philosophical and ethical considerations that 

come into play. The concept of human dignity is central to these rules and it appears in 

the hard and soft law instruments and has been discussed in the case law of the ECJ and 

the ECtHR. The thesis will be focused on the question of the legal status of the human 

embryo and foetus and human germ cells under the rules that are applicable in Sweden 

and on how the principle of human dignity is expressed in those rules and in the 

relevant case law. 

 

1.3 Method and sources 

 

This thesis will cover the relevant instruments of international soft law, including the 

WMA Declaration of Helsinki and two UNESCO Declarations, followed by the 

instruments of hard law that are applicable or relevant in Sweden, including the 1997 

Convention for the Protection of Human Rights and Dignity of the Human Being with 

regard to the Application of Biology and Medicine: Convention on Human Rights and 

Biomedicine (“Bioethics Convention”), the European Convention on Human Rights 

(“ECHR) , the Directive (98/44/EC) on the legal protection of biotechnological 
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inventions and national Swedish law in the form of the Act (2006:351) on Genetic 

Integrity et al. and the Patent Act (1968:837). 
1
  

 

These pieces of law will be analysed independently, with a mind towards exposing the 

underlying ideas behind them, in particular as they relate to human dignity. In 

connection with this, two cases will be considered, one from the ECtHR and one from 

the ECJ. There is no case law from the Swedish Supreme Court regarding the 

aforementioned rules and neither is there any case law from any of these courts on the 

prohibition on germ cell therapy in humans. These rules and the principle of human 

dignity will then be discussed in relation to the difference in how human germ cells and 

human embryos and foetuses in the context of gene therapy. 

 

On the subject of the legal sources used, it should be noted that the thesis concerns a 

niche area of law and that the rules and case law which will be discussed are of a nature 

that is not uncontroversial. For this reason, the amount of available doctrine has been 

limited, in that many authors who have dealt with the subject have done so against the 

backdrop of a particular philosophical, religious, political or other perspective, rather 

than adopting a neutral approach.  

 

1.4 Outline 

 

This thesis follows an inverted pyramid format, in that it begins with a broad outline of 

the medical background of gene therapy (section 2), the relevant international soft law 

(section 3) and the relevant international, European and Swedish hard law (section 4). 

This is followed by a discussion on the two primary pieces of case law in the field, from 

the ECJ and the ECtHR respectively (section 5) and a discussion on the principle of 

human dignity as it is presented in the law and the jurisprudence of the two courts 

(section 6), along with some concluding remarks. The concluding section will contain a 

                                                 
1
 Note that while the Bioethics Convention as such has not been ratified and implemented by Sweden, 

primarily due to conflicts between Swedish law and articles of the Convention that are not relevant to this 

thesis, it has nevertheless been signed by Sweden and has been taken into consideration in Swedish 

legislative matters. See prop 2005/06:64 p 40, prop 2002/03:50 p 68-69, 141, 180-181. Note also that the 

ECtHR made reference to the Bioethics Convention in two cases, Glass v. United Kingdom and Vo v. 

France, even though neither respondent state was a convention member. The latter case will be discussed 

in a later section as it is central to this thesis. 
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discussion on human dignity and the aforementioned rules, specifically as regards 

human germ cells and human embryos and foetuses. 
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2. Medical background 
2
 

 

This section contains a short summary of the medical aspects of gene therapy, including 

the difference between somatic cells and germ cells and stages of development of 

prenatal human. It should be noted that the medical and legal distinction between germ 

cells and human embryos and foetuses is clear and drawn at the moment when the 

development from germ cell into a human being is initiated, either through fertilisation 

or artificial stimulation. However, note that there is no corresponding consensus on the 

legal definition of the beginning of life, which will be discussed in a later section.  

 

2.1 Germ cells 

 

In humans, these are the cells that give to rise to gametes, i.e. sperm or egg cells. They 

contain the genetic information that will be passed on to future generations and that 

information is composed of DNA from both the father and the mother of a particular 

human being. They are functionally immortal, in the sense that they can replicate 

themselves perfectly without mutation or failure, and thus provide a link between 

generations of human beings.  

 

2.1.1 The germ line 

 

The germ line denotes a series of germ cells that are descended from earlier cells in the 

series, i.e. a number of cells that continue through generations of an organism. As noted 

above regarding the germ cells, this line can be said to exist due to the functional 

immortality of such cells.  

 

2.2 Somatic cells 

 

These cells are the building blocks of the physical bodies of biological organisms. In 

humans and other multicellular organisms, somatic cells are any cells other than 

                                                 
2
 The information contained in this section reflects consensus within the medical community. See the 

articles listed under “Medical literature” in the table of authorities for further reading.  
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gametes, gametocytes (developmental stage of gametes) germ cells and undifferentiated 

(i.e. undeveloped) stem cells. 

 

2.3 Germ cell – somatic cell distinction 

 

The distinction between a germ cell and a somatic cell is central to the international, 

European and Swedish rules on the genetic modification of human beings, commonly 

referred to as gene therapy. Due to their function as genetic templates, any intentionally 

or unintentionally induced modifications to germ cells will affect all future generations 

descended from a patient or test subject, while modifications to somatic cells only affect 

a particular individual. There is thought to be an impermeable barrier between germ 

cells and somatic cells, which hinders genetic changes to somatic cells from affecting 

the germ line. This has not been conclusively proven, but the risk of such transfers is 

generally thought to be low to non-existent. The relevant legislative instruments 

nevertheless maintain a clear distinction between the two types of cell therapy. For these 

reasons, germ cell therapy is largely prohibited, while somatic cell therapy is allowed. 

 

2.4 Developmental stages of embryos and foetuses 

 

A sperm and an egg cell unite in the ovaries, resulting in a fertilised egg that is also 

known as a zygote. The zygote moves to the uterus, which may take up to a week. 

During the journey, the zygote turns into a blastocyst, which arrives at the uterus and 

attaches to the uterine wall. The blastocyst, once attached, turns into an embryo, a stage 

which lasts approximately eight weeks. During the embryonic stage, the physical body 

starts to develop and cells begin to differentiate into various organs and other systems. 

After these eight weeks, the embryo enters the foetal stage, which lasts until the birth of 

the child. The point at which the embryo becomes a foetus can generally be defined as 

the point where the embryo is recognisable as belonging to the human species.  

 

2.5 Summary of the current state of gene therapy 

 

At present, some genetic conditions can be cured or improved by the use of somatic cell 

therapy in humans, but only in children and adult human beings. Foetal gene therapy 
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has yet to reach a stage where clinical application is possible, in part because of ethical 

issues and in part because of medical issues concerning the use of and research into 

such gene therapy. These issues include the inability of foetuses to consent to therapy 

and the fact that any such therapy will necessarily affect the right to physical integrity 

on the part of the mother. 

 

Germ cell therapy has been performed on animal subjects, but no trials have been 

carried out on human subjects. Like foetal gene therapy, germ cell therapy is surrounded 

by ethical and medical issues that do not apply to somatic cell therapy performed on 

consenting adults and children. These issues include the inability of future generations 

to consent to germ line changes and the difficulties in observing the effects of research 

into such cell therapy in human beings. 
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3. Soft law background 

 

This section contains a review of the soft law instruments that are relevant to the 

purpose of this thesis. The Declaration of Helsinki and the UNESCO Universal 

Declaration on the Human Genome and Human Rights, along with the UNESCO 

Universal Declaration on Bioethics and Human Rights, will be covered. 

 

3.1 International guidelines 

 

There are three non-binding international instruments that are relevant to the use of and 

research on gene therapy:  the World Medical Association Declaration of Helsinki, the 

UNESCO Universal Declaration on the Human Genome and Human Rights and the 

UNESCO Universal Declaration on Bioethics and Human Rights. These instruments are 

intended as guidelines for the international community and have been codified in part or 

in whole in the domestic legal systems of many states. 

 

3.1.1 The Declaration of Helsinki 
3
 

 

 The Declaration of Helsinki was first adopted in 1964 by the World Medical 

Association (WMA). 
4
 According to the first article of the Declaration, it is a non-

binding document that lays down ethical principles for medical research involving 

human subjects and it serves as a baseline for international, regional and national 

legislation on such research. The original version did not contain any specific guidelines 

on the use of methods of genetic modification in humans (“gene therapy”), but it has 

since been revised several. In its current iteration, the Declaration does not expressly 

prohibit the use of certain forms of gene therapy since it is primarily concerned with 

providing a baseline for how medical research is carried out. The provisions of the 

Declaration are addressed to physicians (see Article 1) and therefore, it can be said to 

impose certain indirect limitations on the use of gene therapy. 

 

                                                 
3
 While this Declaration is an instrument of soft law that is not applicable in Sweden, it has been taken 

into account in the preparatory works of, inter alia, the Swedish lag (2003:460) om etikprövning av 

forskning som avser människor, which will be discussed in a later section. See prop 2002/03:50 p 69.  
4
 Note that the WMA is an independent confederation of national professional associations for physicians 

that cooperates with the WHO and other organisations. See http://www.wma.net/en/60about/ . 

http://www.wma.net/en/60about/
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Articles 3 through 15 of the Declaration contain a set of general principles to be 

observed by practicing physicians. According to Article 4, it is the duty of a physician 

to promote the health and rights of patients, including subjects involved in medical 

research. Included in this duty is an obligation not to suggest or perform treatments that 

have not been properly researched and tested, which should include many forms of gene 

therapy due to the large number of unknown factors involved. 

 

Article 7 of the Declaration states that “[m]edical research is subject to ethical standards 

that promote and ensure respect for all human subjects and protect their health and 

rights”. The connection made here between ethics and human rights is expanded by, 

inter alia, the Bioethics Convention, which will be central to this thesis. 

  

The second paragraph of Article 10 of the Declaration states that “[n]o national or 

international ethical, legal or regulatory requirement should reduce or eliminate any of 

the protections for research subjects set forth in this Declaration”. This wording 

indicates that the Declaration is intended to be a baseline on which further international 

and national legislation should build. It can also be interpreted as a call for states and 

international organisations to keep in mind the rights of research subjects, rather than 

the possibilities for commercial exploitation that may result from research involving 

humans. 

 

3.1.2 The UNESCO Declarations 

 

The UNESCO Universal Declaration on the Human Genome and Human Rights, 

adopted in 1997 by the UNESCO General Conference, deals briefly with the concept of 

gene therapy. In the preamble, the Contracting States recognise the potential positive 

effects of research on the human genome, but they emphasise that such research must 

respect human dignity, freedom and human rights, as well as the prohibition of genetic 

discrimination in any form.  

 

Human dignity has been defined as the idea that every human being has inherent value, 

is worthy of respect and has inalienable rights to the protection of that inherent value. 

This concept has been articulated in, inter alia, Article 1 of the UN Universal 
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Declaration on Human Rights (UDHR) which states that all human beings are born free 

and equal in dignity and right.  

 

The preamble does not explain in detail what is meant by freedom for the purposes of 

the Declaration. Articles 6 and 10 of the Declaration, inter alia, refer to “fundamental 

freedoms”. The difference between fundamental freedoms and human rights is not 

defined either. However, it could be said that fundamental freedoms are concerned with 

creating a space for every individual to conduct their lives in the way that they see fit, 

while human rights may be invoked against the state or, in some cases, against other 

individuals. An example relevant to gene therapy could be that individuals have a right 

to know the results of a genetic screening or diagnosis, but also a freedom not to know, 

or that they have a right to an unmodified germ line, while also being free to consent to 

somatic cell therapy.  

  

 Article 5 (a) states that research, treatment or diagnosis that affects the genome of an 

individual shall be preceded by a rigorous assessment of associated risks and benefits 

and that such processes shall be subject to requirements laid out in national law. The 

provisions of this Article can at most be described as a set of soft limitations, whose 

primary function is to prohibit or at the very least discourage the use of improperly 

researched and documented methods of gene therapy. 

 

 In Article 24, germ-line interventions are pointed out as a practice that could be 

contrary to human dignity. In connection with this, it should be pointed out that Article 

16 of the UNESCO Universal Declaration on Bioethics and Human Rights
5
 states that 

the impact of life sciences on future generations, including their genetic constitution, 

should be given due regard. While these Articles do not represent a definite stance on 

the legality of germ cell therapy, they indicate a strong sentiment against it on the part 

of the Contracting States of the two Declarations. 

 

The 1997 UNESCO Declaration as a whole is more concerned with protecting the 

human genome and human dignity as such, rather than prohibiting or restricting the use 

of certain treatment methods or other forms of genetic modification. Much like the 

                                                 
5
 Note the different title of this Declaration, which was adopted in 2005 by the UNESCO General 

Conference. 
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Declaration of Helsinki, it provides a soft baseline for further international and national 

legislative efforts, but no detailed guidance for concrete applications. 

 

3.2 Summary 

 

Together, the three non-binding instruments discussed in this section point to an 

international consensus on germ cell therapy, in that they strongly suggest against it, but 

do not prohibit it outright. Their approach is conservative in the face of the many 

unknown factors associated with both research into and practical application of such 

gene therapy. This is understandable given that we currently possess limited knowledge 

on the long-term effects of such therapy. This lack of knowledge is compounded by the 

fact that it is difficult to perform research on several successive generations of human 

beings, due to our comparatively long lifespans. Mice and other short-lived animals that 

are used in research allow us to witness and record the effects of germ cell therapy on 

many successive generations, since they develop faster and reach maturity much earlier 

than human beings.  

 

There is also the ethical aspect of germ cell therapy performed on human beings. The 

inherent value of human beings is an important part of the concept of human dignity and 

it obliges us to treat all human beings equally. It could be said that the instrumental use 

of human research subjects in a field that is as unpredictable as germ cell therapy 

offends human dignity even where the research subjects have provided informed 

consent. The sort of trial-and-error (or trial-and-observe) approach that is viable with 

non-human subjects is difficult to justify in the face of the equal value of all human 

beings.   

 

The use of somatic cell therapy is less complicated in terms of ethical issues concerning 

clinical application and research. Children and adults can consent to clinical trials and 

mothers may consent to foetal gene therapy trials in the absence of a possibility for the 

foetus itself to consent, though the latter has not yet been done in practice. Genetic 

changes induces by somatic cell therapy are also not subject to being inherited by future 

generations. 
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4. Applicable law 

 

This section contains a review of the international, European and Swedish rules that are 

relevant to the purpose of this thesis. On an international level, the Bioethics 

Convention and the ECHR will be considered, while the relevant Swedish rules are 

contained in the Act on Genetic Integrity et al. and the Patent Act. The European rules 

will be discussed in connection with the Patent Act, since Directive 98/44/EC is 

implemented through that Act. 

 

4.1 Applicable international law 

 

4.1.1 The Bioethics Convention 

 

The Bioethics Convention was adopted by the Council of Europe in 1997. According to 

the preamble, the signatories of the Convention “[resolve] to take such measures as are 

necessary to safeguard human dignity and the fundamental rights and freedoms of the 

individual with regard to the application of biology and medicine”. In other words, the 

purpose of the Convention is to protect individuals from the improper application of 

medical procedures and scientific research. As previously noted, the Convention has 

been signed, but not ratified or implemented by Sweden, and has been taken into 

account in the adoption of domestic legislation on related subjects.  

 

Article 13 of the Bioethics Convention defines gene therapy as “[a]n intervention 

seeking to modify the human genome” and allows its use only where the purpose is 

“preventive, diagnostic, or therapeutic”, with the additional condition that it may not 

aim to “introduce any modification in the genome of any descendants”. Put plainly, 

gene therapy is prohibited by the Convention unless it is done for medical reasons, and 

such therapy may not be intended to affect the descendants of the person receiving the 

therapy. 
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4.1.2 The underlying ideas behind the Bioethics Convention 

 

Broadly speaking, there are two forms of gene therapy. Somatic gene therapy is 

concerned with modifying the genetic makeup of an individual, so as to cure a genetic 

disease. Somatic cells are the regular cells that make up our physical bodies and they are 

not involved in our reproduction. Gene therapy on germ cells, or germ line therapy, 

affects or aims to affect the cells that are responsible for transmitting genetic 

information to future generations rather than an existing individual. This form of gene 

therapy is theoretically capable of affecting many generations of descendants, due to 

germ cells being “immortal” in the sense that they can replicate themselves infinitely 

without mutating or failing. 
6
 

 

On request from the Secretary General of the Council of Europe, an Explanatory Report 

on the Convention was prepared by the chairman of the Steering Committee on 

Bioethics. The report contains a summary of the discussions that led up to the adoption 

of the Convention. 
7
 The Council of Europe was concerned with the “ambivalent 

nature” of advances in biology and medicine and that “[s]cience, with its new 

complexity and extensive ramifications, thus presents a dark side or a bright side 

according to how it is used”. In order to steer these developments in the right direction, 

the Council aims to promote the development of “awareness of what is at stake and 

[constant review of] all possible consequences”. Since references are often made to 

“common values”, according to the Council, there was a need for an international legal 

instrument to “harmonise existing standards”. 
8
 

 

On the subject of Article 13 and the prohibition on gene therapy that is not preventive, 

diagnostic or therapeutic, the Council states that while developments in the field of gene 

therapy may benefit mankind as a whole, they also represent a danger to both 

individuals and to mankind as a whole. The misuse of somatic cell therapy may affect 

an individual in a manner that is detrimental to their health, either intentionally or due to 

side effects that have not been studied properly. Similarly, a misuse of germ cell therapy 

may have a detrimental effect on the health and genetic makeup of the descendants of 

                                                 
6
 See SOU 2004:20 p 311. 

7
 Expl. Report preface. 

8
 Id. at para 2-4. 
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an individual and by extension, on humanity as a whole due to the “immortality” of 

germ cells.  

 

The Council was also concerned with the possibility of intentional modifications to the 

human genome that aim to produce individuals or entire groups of human beings that 

possess certain characteristics and qualities. Such modifications could range from a 

choice of hair, eye and skin colour to deliberate “gene doping” for sports or the 

designing of humans suited to certain jobs or positions in society. The restriction of 

gene therapy to purposes that are preventive, diagnostic or therapeutic is intended to 

eliminate this possibility. In the words of the Council, “[i]nterventions aimed at 

modifying genetic characteristics not related to a disease or to an ailment are 

prohibited”. 
9
 

 

In discussing the prohibition on germ cell therapy, the Council specifically points out 

that genetic modification of germ cells that are intended for fertilisation is forbidden. 

Such modifications may only be performed in vitro on germ cells that are not intended 

for reproduction and with the permission of an appropriate ethical or regulatory body. 
10

 

That being said, Article 13 does not prohibit “interventions for a somatic purpose” that 

may have side effects affecting the germ line, such as cancer treatments that affect the 

reproductive system of a patient or test subject. 
11

 The Report does not elaborate on why 

this is the case, but such a prohibition would be difficult or impossible to enforce since 

it would rule out otherwise valid medical treatments for serious ailments. 

 

4.1.3 The ECHR 

 

Article 2 of the ECHR postulates a right to life for “everyone”. This includes all human 

beings, but the point at which an embryo or foetus becomes a human being has not been 

defined by either the Convention or by the ECtHR, as will be seen below in a discussion 

on the case of Vo v. France. The case law of the ECtHR is also relevant to the 

interpretation of the Bioethics Convention, by way of the right for the ECtHR to give 

                                                 
9
 Id. at para 90. 

10
 Id. at para 91. A Swedish example of an ethical body would be Etikprövningsnämnden.  

11
 Id. at para 92. 
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advisory opinions under Article 29 of the latter Convention, which will be discussed in 

a later section. 

 

4.2 Applicable Swedish law and Directive 98/44/EC 

 

4.2.1 The Act on Genetic Integrity et al 

 

The primary piece of Swedish law that deals with gene therapy is the Act on Genetic 

Integrity et al
12

. The second paragraph of Article 1:1 of the Act states that the purpose 

of the Act is to protect the integrity of the individual. Article 1:2 states, inter alia, that 

the law concerns the use of gene therapy. Article 1:5 defines gene therapy as any 

treatment method that entails the transfer of a healthy gene, by way of a carrier or 

vector, into the cells of an individual affected by a genetic disease.  

  

The second chapter of the Act contains specific rules regarding gene therapy. Article 2:3 

prohibits the use of medical trials that result in genetic changes which may be passed on 

from a human being to his or her descendants. Article 2:4 prohibits the use of treatment 

methods that are intended to result in genetic changes which may be passed on from a 

human being to his or her descendants. A contrario, Swedish law permits research with 

the purpose of developing treatment methods intended to result in genetic changes 

which may be passed on from a human being to his or her descendants, even if the 

methods themselves may not be used in practice or in clinical trials. 
13

 

 

4.2.2 The reasons for the Swedish legislation on somatic cell therapy 

 

According to the preparatory works, there is little reason to regulate somatic cell therapy 

in detail beyond the provisions in Articles 2:3 and 2:4 of the Act on Genetic Integrity et 

al., since the methods involved are still largely experimental and insufficient for clinical 

application. However, the legislators recognise that there are both clinical and social 

risks associated with the use of such therapy. Research in the field may lead to the 

development of non-medically motivated genetic modifications with the purpose of 

                                                 
12

 Lag (2006:351) om genetisk integritet m.m. . 
13

 Prop 2005/06:64 p 134. 
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improving certain human attributes and characteristics, which the preparatory works 

describe as a slippery slope towards genetic enhancement rather than treatment. 
14

 

 

4.2.3 The reasons for the Swedish legislation on germ cell therapy 

 

Research on germ cell therapy was initially prohibited in Sweden due to the fact that 

such research would have to be performed through trial and error, including multiple 

implantations of modified germ cells and subsequent abortions or births of children who 

have been genetically modified for research purposes. Such methods did not respect 

human dignity, according to the Genetics Committee. However, the possibility of future 

developments in the field was considered and the Committee concluded that if germ cell 

therapy became viable in the future, it should be subject to restrictive ethical 

considerations. 
15

  

 

The research prohibition was rescinded with the adoption of the Act on Genetic 

Integrity et al., but the practical application of treatment methods and use of clinical 

trials that may affect germ cells is still not allowed. According to the preparatory works, 

this solution opens up the possibility of researching such methods, but it also provides a 

guarantee that they will not be put into practice before further ethical and legislative 

considerations can be made. Currently, there is not enough background material 

available for such considerations to be made in an informed manner. 
16

 

 

4.2.4 The Act on Ethical Review of Research Involving Human Beings 

 

Instead of regulating the use and development of somatic cell therapy in detail, the 

Swedish legislators chose to entrust that responsibility to the ethical review boards. This 

was accomplished through the adoption of the Act (2003:460) on Ethical Review of 

Research Involving Human Beings (“Ethical Review Act”)
17

, which requires that any 

research on methods of gene therapy intended for human beings be approved by a 

regional ethical review board. The legislator found that this was a suitable process of 
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approval for research on somatic cell therapy and that it was sufficient to protect 

individuals from any risks posed by such research. 

 

While the rules that govern the work of these reviews boards are not the focus of this 

thesis, it bears mentioning that the principle of human dignity is reflected in the Ethical 

Review Act. The first Article of the Act states, in its second paragraph, that the purpose 

of the law is to protect individual human beings and the respect for human dignity in 

research. Article 7 of the Act states that research may only be approved if it can be 

performed in a way that respects the principle of human dignity. Article 8 of the Act 

states that human rights and fundamental freedoms shall be taken into account during 

the ethical review process, but that regard shall also be had to the need for scientific 

developments through research.  

 

The concept of human dignity is not defined anywhere in Act itself, but the preparatory 

works make reference to both the Bioethics Convention and the Declaration of Helsinki. 

18
 However, the preparatory works do not offer a clear definition of human dignity, but 

the effects of research on future generations is mentioned as one of the risks that should 

be taken into account in an ethical review. 
19

 

 

4.2.5 The Patent Act and Directive 98/44/EC 

 

The Swedish Patent Act contains rules on the patentability of certain inventions. Article 

1:1 c) of the Act states that inventions which offend ordre public or morality shall not 

be patentable. The third paragraph of the Article contains a non-exhaustive list of 

inventions that should be considered to offend ordre public or morality for the purposes 

of the application of the Article. These inventions include, inter alia, processes for 

modifying the germ line genetic identity of human beings and uses of human embryos 

for industrial or commercial purposes. 
20
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Article 1:1 c is a direct implementation of Article 6 (2) of Directive 98/44/EC. 

Paragraph 38 of the Preamble of the aforementioned Directive states that the list of 

inventions whose commercial exploitation would offend ordre public or morality is 

intended to be illustrative and non-exhaustive. The list is intended to act as a guide for 

national courts and patent offices in their interpretation of the concepts of ordre public 

and morality. Presumably, this also includes national ethical review boards, such as the 

Swedish Etikprövningsnämnden.  

 

Paragraph 39 of the Preamble states that ordre public and morality correspond to ethical 

and moral principles recognised in a Member State, that respect for these principles is 

particularly important in the field of biotechnology and that these principles may be 

used to supplement standard legal examinations in patent law. According to paragraph 

40 of the Preamble, there is a consensus within the Community that interventions in the 

human germ line and the use of human embryos for commercial or industrial purposes 

offend ordre public and morality.  

 

In a report to the European Parliament and the Council on patent law in the field of 

biotechnology, the Commission of the European Union clarified that the prohibition on 

the patentability of inventions that enable interventions to the human germ line was 

adopted, in particular, with the purpose of respecting the physical integrity of the 

descendants of a human being. 
21

 

  

4.3 Summary of the applicable international and Swedish law 

 

As seen above, the regulations surrounding germ and somatic cell therapy are complex 

and exist on more than one legislative level. The rules in the Swedish Act on Genetic 

Integrity et al. protect the germ line and the descendants of a human being by way of 

prohibiting certain clinical trials and treatment methods. The Patent Act is constructed 

in a similar fashion, with a prohibition that targets the patentability of processes for 

modifying the germ line genetic identity of a human being. The Bioethics Convention is 

concerned with both somatic and germ cell therapy, in that it restricts the use of somatic 

interventions to three specific purposes and also prohibits interventions that aim to 
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target the genome of any descendants. In addition to this, the WMA and UNESCO 

instruments provide additional material for interpretation, as will be seen below. 

 

The result of this legal framework is a complete prohibition on germ cell therapy where 

the genetic changes resulting from such therapy are intended to be passed on to the 

descendants of a person. Germ cell therapy may be performed in vitro for research 

purposes on cells that are not intended for reproduction and such cells must be 

destroyed after a certain period of time. However, the various legal instruments differ in 

their choice of words intended to refer to the germ line. 

 

4.3.1 The germ line 

 

As set out above, the Declaration of Helsinki does not specifically deal with either 

somatic cell therapy or germ cell therapy. However, the Articles of the Declaration 

recommend a cautionary approach to, if not outright avoidance of, untested treatment 

methods, which could be interpreted to include all forms of gene therapy that may affect 

the germ line and any descendants of a patient or test subject.  Meanwhile, Article 24 of 

the 1997 UNESCO Declaration directly states that germ line interventions may be 

contrary to human dignity. In addition to direct modifications to the germ line of a 

patient or test subject, such interventions could also be interpreted to include 

modifications of germ cells in vitro, at least where these cells are intended for 

fertilisation and reproduction. This interpretation is supported by Article 16 of the 2005 

UNESCO Declaration on Bioethics, which espouses the importance of the genetic 

constitution of future generations in all matters related to life sciences.  

 

As set out above, the Swedish Law on Genetic Integrity et al. prohibits the use of 

clinical trials and treatment methods which result in changes that may be passed on 

from a human being to his or her descendants. The Patent Act prohibits the patenting of 

inventions whose commercial exploitation would offend morality and ordre public, 

which includes methods for changing the genetic identity of human germ cells. 

 

The international instruments focus on the protection of the germ line as a whole, 

whereas the Swedish law and the European Bioethics Convention are concerned with 
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the protection of the descendants of a person. While it could be said that both of these 

approaches achieve the same result, the difference in where the weight of the 

prohibition is placed needs to be considered. The germ line is comprised of the genetic 

information stored in germ cells and the lineage of those cells, whereas the actual 

physical descendants of a human being are the result of the full development of 

fertilised germ cells, up to and including the birth of those persons.  

 

It is interesting to consider this choice in the context of human rights, since the primary 

purpose of human rights instruments is the protection of human beings, rather than the 

genetic material that acts as a template for those persons. Instead of protecting the 

comparatively abstract concept of a germ line as such, the Swedish legislator has chosen 

to protect human beings from actions performed on their ancestors. Put differently, the 

international human rights instruments are not aimed at protecting human beings as 

such, whereas the Swedish legislator has chosen to do just that in the Act on Genetic 

Integrity et al. 

 

The provisions of the Patent Act, on the other hand, are restricted to prohibiting 

inventions whose commercial exploitation would offend morality or ordre public, 

which includes methods for changing the genetic identity of human germ cells. The 

stated purpose of these provisions is to respect the physical integrity of the descendants 

of a person, by way of prohibiting the patenting of inventions that enable modifications 

to the genome of a potential human being. 
22

  

 

The Patent Act provisions can be interpreted as a compromise between the previously 

described protection of the germ line as such and the protection of future human beings, 

since the choice of words used in the aforementioned Article implies the protection of 

the germ cells in themselves, while the preparatory works cited above make reference to 

the physical integrity of future human beings. Here, the protection of germ cells can be 

interpreted as an instrument used to in the protection of the descendants of a person. 

 

In an article on the subject of human rights instruments as a tool for implementing 

biomedical law, specifically with regards to germ line interventions and human cloning, 
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Andorno has raised a few points on the object of protection of such instruments. On the 

distinction between somatic cell therapy and germ cell therapy, he writes that the latter 

may have irreversible effects on future generations and may be used for eugenic 

purposes. Further, he writes that therapeutic germ line engineering is unrealistic, since 

the elimination of undesirable genes from the human gene pool would require coercive 

global intervention programmes, “which would be morally unacceptable”. On the 

subject of germ line engineering for the sake of enhancement, he writes that such 

prohibitions are based on the idea that we do not have a right to determine the (genetic) 

characteristics of future individuals and that such engineering may lead human beings to 

regard themselves as objects or designed biological artefacts rather than autonomous 

human beings. 
23

  

 

The connection made above between human dignity and the autonomy of human beings 

is of particular interest in the case of germ line interventions, since they may be, as 

Andorno puts it, irreversible. An infringement of social or physical autonomy, by means 

of employing certain child raising techniques or the use of psychiatric medication, can 

be reversed or at the very least resisted by the affected person, but this is presumably 

not the case with genetic changes made to a human being before his or her birth. 

 

In an article on the viability of using human rights instruments as a means of regulating 

genetic engineering, Gunderson has argued that the concept of genetic identity is in 

need of clarification. He writes that an interpretation of the right to genetic identity as a 

right for human beings to not have any genetic modifications done to them would rule 

out even beneficial therapies. However, the concept of a right to genetic identity may 

also be limited to a right to a core genetic identity, which would not include certain 

diseases. On this basis, he argues against a blanket prohibition on germ line 

interventions. 
24

 

 

Further, Gunderson argues that this interpretation may be reconciled with the principle 

of human dignity, in that human dignity may be interpreted as a requirement to respect a 

set of core traits. Genetic engineering that does not affect those traits, whether it is in the 

form of germ cell therapy or somatic cell therapy for therapeutic or even enhancement 

                                                 
23

 Andorno, p 961. 
24

 Gunderson, p 31. 



 

 

 

26 

 

purposes, would then not be prohibited. As with the right to genetic identity, he argues 

that a strict interpretation of human dignity, in the sense of treating the human genome 

as inviolable, would also rule out beneficial gene therapy.  
25

 

 

In an article on the use of the concept of human dignity in general bioethical debates, 

Caulfield and Brownsword have pointed to a need for clarity in the use of human 

dignity. They argue that the concept is often invoked in opposition to biotechnological 

developments, as a blanket justification for prohibiting certain forms of gene therapy 

and other genetic engineering. 
26

 On the use of human dignity in legislation, they argue 

first that the contested nature of the concept of human dignity makes it difficult for 

regulators and those affected by the regulation to employ the concept in practice.  

 

This, according to the authors, is particularly true in the case of those whose task it is to 

interpret and apply the rules, i.e. courts. The second point made in the article is that the 

pluralistic nature of most liberal democracies means that a legislator who takes a certain 

moral or ethical standpoint may be seen as partial and undemocratic. 
27

 While the 

authors do not make explicit reference to any case law, this need for clarity and the 

difficulty of employing the principle of human dignity in practice can be identified in 

the two cases from the ECJ and the ECtHR that will be discussed below.  
28
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5. The case law of the European Court of Human Rights and the 

European Court of Justice  

 

There are two principal cases, one from the ECJ and one from the ECtHR, which are 

relevant to the discussion presented in this thesis. The first is the Vo case of the ECtHR, 

which concerns the protection of foetuses under Article 2 of the ECHR (the 

interpretation of which is relevant to the interpretation of the Bioethics Convention) and 

the second is the Brüstle case of the ECJ, which concerns the patenting of inventions 

based on stem cell research that involves the intentional destruction of embryos. Both 

cases contain a discussion, by the respective courts, on the concept of human dignity.  

 

5.1 The European Court of Human Rights and the ECHR 

 

The principal case on the legal status of embryos and foetuses under the ECHR is the 

1997 case of Vo v. France. It should be noted beforehand that while the case deals with 

Article 2 of the ECHR, the opinion of the Court may be used in the interpretation of the 

Bioethics Convention. According to Article 29 of the Bioethics Convention, the ECtHR 

may give advisory opinions on legal questions concerning the interpretation of the 

Bioethics Convention, without making direct reference to any proceedings pending in a 

court. This may be done at the request of either the government of a Convention State or 

the Committee on Bioethics of the Council of Europe, the latter of which is set up 

according to Article 32 of the Convention. 
29

 This review of the case will only cover 

those parts that are relevant to the protection of embryos and foetuses and the principle 

of human dignity. Note also that “unborn child” is used interchangeably with “embryos 

and foetuses” in this section, in order to keep with the language used by the Judges of 

the Court. 

 

This review will cover both the majority and minority opinions, due to the lack of unity 

within the Court in this case. As one author put it, the minority opinions cover almost 

                                                 
29
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all possible alternative answers to the questions posed by the case, even those that the 

majority may have left unanswered in part or in whole. 
30

 

 

The aforementioned case concerned the death of a foetus due to malpractice. The 

applicant, who resided in France, had been subjected to the wrong medical procedure by 

accident, which necessitated a therapeutic abortion resulting in the unwanted and early 

termination of her pregnancy. She alleged that there had been a violation of Article 2 

ECHR and the right to life on the part of her unborn child, since the conduct of the 

doctor responsible for the death of the foetus had not been classified as unintentional 

homicide under French criminal law. 
31

  

 

The Court ruled on the applicability of Article 2 and on whether or not the absence of a 

criminal remedy in French law to punish the unintentional destruction of a foetus 

constituted a failure on the part of France to protect the right to life within the meaning 

of the same Article. 
32

 

 

5.1.1 The majority opinion 

 

The case was decided by a majority vote of 14 to 3. The majority ruled that Article 2 

was not applicable and that even if it had been, there would have been no procedural 

violation of the right to life in that Article, since the applicant had been able to bring 

civil proceedings against the doctor in order to obtain economic reparations, even if she 

had not done so. 
33

 The Court found itself faced with the issue of intervening in the 

debate on the beginning of life for human beings, but it elected not to give a definite 

answer to that question. 
34

  

 

Before dealing with the question in the instant case, the Court reviewed existing case 

law on the subject of the protection of the unborn child. It found that up to that point, 

“the unborn child is not regarded as a “person” directly protected by Article 2 […] and 
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that if the unborn do have a “right” to “life”, it is implicitly limited by the mother‟s 

rights and interests”. However, the Court also found that it had not been ruled out that 

safeguards may be extended to the unborn child in certain situations, even if the embryo 

or foetus is not accorded full protection under Article 2. It also found that previous 

cases concerning the rights and interests of embryos and foetuses had been determined 

by a weighing of the rights or freedoms of a mother or a father in relation to one another 

or in relation to an unborn child.
35

 

 

Paragraph 84 is central to the discussion on the status of the embryo and foetus and it is 

quoted below:  

 

 “At European level, the Court observes that there is no consensus on the nature and status of the 

embryo and/or foetus, although they are beginning to receive some protection in the light of 

scientific progress and the potential consequences of research into genetic engineering, medically 

assisted procreation or embryo experimentation. At best, it may be regarded as common ground 

between States that the embryo/foetus belongs to the human race. The potentiality of that being and 

its capacity to become a person […] require protection in the name of human dignity, without 

making it a „person‟ with the „right to life‟ for the purposes of Article 2. The [Bioethics 

Convention], indeed, is careful not to give a definition of the term „everyone‟ and its explanatory 

report indicates that […] the member States decided to allow domestic law to provide clarifications 

for the purposes of the application of that Convention.”  

 

The first point that can be taken away from this is that the ECtHR recognises the 

importance of protection for the embryo and foetus when it comes to genetic 

engineering and similar medical procedures, which includes gene therapy. The second 

point is that, while the majority elects not to rule on the status of embryos and foetuses 

as human beings and therefore not on the legal definition of the beginning of life, it does 

consider them part of the human race since they have the potential to become human 

beings.  Further, the lack of „personhood‟ on the part of embryos and foetuses does not 

exclude them from being protected in the name of human dignity, even if they cannot be 

accorded protection under Article 2 of the Convention as full human beings Finally, the 

Court reiterates that the lack of a definition of the term „everyone‟ in Articles 1 and 10 

of the Bioethics Convention is a deliberate choice by the authors of the Convention, 

with the purpose of providing a margin of appreciation for the Contracting States. 

 

Further, the Court writes that it is neither desirable nor possible for it to answer “in the 

abstract” the question of whether or not an unborn child is a person for the purposes of 
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Article 2 of the ECHR. The Court also found that it was not necessary in the instant 

case to examine whether the death of the foetus fell within the scope of that Article, had 

the Article been applicable, since France had not failed to comply with “the 

requirements relating to the preservation of life in the public-health sphere”. Therefore, 

the Court chose instead to consider whether the legal protection afforded to the 

applicant satisfied the procedural rules of the Article. 
36

 It should be noted that the Court 

thereby avoided having to answer the question of when life begins, a matter which will 

be discussed in a later section.  

 

On the matter of the protection afforded to the unborn child, the Court observes that the 

lack of a clear legal status does not deprive it of protection under French law. In 

connection with this, the Court states that in the instant case, the life of the foetus was 

intimately connected with that of the mother and could be protected through her, 

especially since there was no conflict between the rights of the parents themselves or 

between the rights of the parents and the unborn child. 
37

 Essentially, it is up to the 

applicant in this case to defend the life of the foetus, even though the foetus has not 

been accorded rights as such under Article 2. The Court does not elaborate on what 

would happen if there had been a conflict between the rights of the mother and the 

rights of the foetus, such as could be the case where a foetus is in need of life-saving 

gene therapy and the mother does not consent to it. This issue will also be considered in 

a later section.  

 

5.1.2 The separate minority opinions 

 

The judgement also contained two dissenting opinions and two separate opinions. The 

case was decided by a clear majority, as mentioned above, but the Court was not united 

in their opinions. Seven of the fourteen majority votes were backed by those separate 

opinions. While this does not diminish the value of the judgement as such, it can be said 

to reflect the plurality of views on the subject among the Member States and the 

difficulty of reaching a consensus on the question of when life begins. 
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In the first separate opinion, Judge Rozakis, joined by Judges Caflisch, Fishbach, 

Lorenzen and Thomassen, agrees with the findings of the Court in paragraph 84 (quoted 

above), but he argues that the Court should have concluded that the right to life does not 

apply to an unborn child and that therefore, there is a problem of applicability of Article 

2 in the case. On this basis, he criticises the “neutral stance” that the majority opted for 

when they chose not to “answer in abstract the question whether the unborn child is a 

person for the purposes of Article 2” and the use of a hypothetical “even assuming” 

formula in discussing the applicability of the Article.  

 

In addition to this, he argues that the Court should not have discussed the procedural 

guarantees in the Article, since the Article itself was not prima facie applicable and 

since that finding represented a departure from the aforementioned “neutral stance”. 
38

 

This could be interpreted as a criticism of the compromise adopted by the Court in its 

finding that the unborn child should be accorded protection despite not having a right to 

life under Article 2 and of the subsequent use of a procedural breach approach when the 

Article was not even applicable in the first place.  

 

Judge Costa, joined by Judge Traja in the second separate opinion, writes that he would 

have preferred the Court to hold that Article 2 was applicable, even if he agrees that 

there would have been no violation of it. 
39

 He makes the case that it is the task of the 

Court to identify notions that correspond to the words in legal instruments, even if these 

notions may only be autonomous with regard to the application of a certain instrument, 

such as the ECHR.  

 

Therefore, the Court should not have avoided the issue of defining the applicability of 

Article 2 of the ECHR to embryos and foetuses, in his opinion. 
40

 Lastly, he states that 

“I do not believe that it is possible to take the convenient way out by saying that Mrs 

Vo, a “person” a had right to life (of her unborn child)” and that, consequently, the 

Court could not have accepted her application under Article 34 since she herself was not 

a victim of a violation that is recognised by the Convention. 
41

 This last statement shows 
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some similarity with the stance adopted by those Judges who agreed with the first 

separate opinion and it also appears to be a criticism of the previously mentioned 

compromise. 

 

5.1.3 The dissenting minority opinions 

 

In the first dissenting opinion, Judge Ress states that it is not possible for the Court to 

avoid answering “in the abstract” the question of whether an unborn child is a person 

and that the unborn child and the mother should be considered two separate human 

beings. He advocates a teleological interpretation of Article 2 in accordance with Article 

31 of the Vienna Convention on the Law of Treaties, which requires that treaties be 

interpreted in accordance with the ordinary meaning to be given to the terms of the 

treaty in their context and in the light of its objects and purpose. On this note, he claims 

that historically, lawyers have understood the notion of „everyone‟ as including all 

human life from the moment of conception. Further, he argues that, while the structure 

of Article 2 appears to indicate that persons may only enjoy protection under the article 

after birth, this is not consistent with the purpose of the Convention. 
42

 

 

Pointing to the previous case law of the European Commission and the Court on 

voluntary termination of pregnancy, he notes that the Court has developed a concept of 

a fair balance between the interests of society and the interests of a prospective mother, 

which would not have been necessary if Article 2 was not applicable in the first place. 

This, he claims, is a legal structure that proves that both of the aforementioned 

institutions were inclined to adopt the “ordinary meaning” of „human life‟ and 

„everyone‟, rather than the other meaning, i.e. the meaning adopted by the majority. 
43

  

 

While the above argument is clear in itself, the conclusion that the Court should have 

adopted the “ordinary meaning” relies on the veracity of the historical statement made 

at the outset of the opinion, which cannot be verified since the Judge does not provide 

any sources for his claim. Te Braake has refuted the argument of Judge Ress on the 

basis that it is an expression of ethical beliefs and that the recognition of a foetus as a 

                                                 
42

 Id. at, first dissenting opinion, para 3. 
43

 Id. at first dissenting opinion, para 4. 



 

 

 

33 

 

human life in a biological sense is not a decisive argument in itself for according 

foetuses a right to life under Article 2. 
44

 

 

However, Judge Ress writes further that the existence of specific laws on abortion 

would have been unnecessary if the foetus did not possess a life worthy of protection 

and was entirely dependent on the wishes of the mother. Building on this, he writes that 

the “it is obvious that the premise of the debate on genetic safeguards in a number of 

recent conventions […] is that the protection of life extends to the initial phase of 

human life” and that this must be taken into account “in order to confirm the “ordinary 

meaning” “of Article 2. 
45

 

 

On this note, Judge Ress argues that more extensive protection of human life is required 

in view of the possibility of genetic manipulation and the production of embryos for 

various purposes and that any restriction on such a dynamic interpretation must take 

into account the relationship between the mother and the unborn child and that the 

foetus may not be protected to the detriment of the mother. 
46

 This argument, derived 

from the internal law of the Convention States and international law in the field of 

human rights and bioethics, is convincing since it points both to existing state practices 

and to the legal challenges facing the Court with respect to Article 2 of the ECHR and, 

by extension, parts of the Bioethics Convention.  

 

Finally, Judge Ress opines that there can be no margin of appreciation on the issue of 

the applicability of Article 2 of the ECHR and that any such margin may only be used to 

determine the extent of the positive obligations that arise from the Article. 
47

 This is a 

strong statement in light of the finding of the majority, i.e. that there is no clear 

European consensus on the applicability of the Article to embryos and foetuses, since it 

implies by extension that there must not and cannot be such a lack of consensus. Te 

Braake agrees with Judge Ress on the point that there should be no margin of 

appreciation with regards to the applicability of Article 2 in this case, but with the 
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opposite conclusion, namely that there can be no application without agreement since it 

has been shown repeatedly that the Contracting States do not agree on this point. 
48

 

 

In the second dissenting opinion, Judge Mularoni, joined by Judge Straznicka, writes 

that the Bioethics Convention protects the dignity of everyone, including the unborn, 

and that its main concern is to ensure that no research or intervention may be carried out 

which would undermine respect for the dignity and identity of the human. In regards to 

the definition of „everyone”, she makes reference to the Explanatory Report on the 

Bioethics Convention, paragraph 18 of which states that it was decided to leave that 

definition to the domestic law of the Convention States. She also points out that the 

Bioethics Convention contains provisions on the prenatal phase of human development 

and that the Court is not restricted from providing advisory opinions on legal questions 

regarding that phase. 
49

 

 

In the instant case, the foetus was almost old enough to be considered viable, the 

medical limit being 24 weeks. On this basis, Judge Mularoni believes that a foetus 

(presumably in the later stages of its development) is a being separate from its mother. 

She argues that although legal personality is acquired at birth, this does not mean that 

the right to life cannot be protected or recognised before birth. In agreement with the 

first dissenting opinion, she further argues there would be no need for legislation on 

voluntary termination of pregnancy if foetuses were not regarded as having a life 

worthy of protection. Finally, Judge Mularoni advocates an evolutive interpretation of 

Article 2 of the ECHR in the face of the potential of genetic manipulation and the risk 

that science may be used for a purpose that undermines the dignity and identity of the 

human being. 
50

 

 

This statement, being similar to that made in the first dissenting opinion on the issues 

facing legislative efforts in bioethics, is interesting to consider in the context of gene 

therapy. Neither the majority opinion nor the two separate opinions bring up the 

possibility of gene therapy and genetic manipulation in connection with Article 2 of the 
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ECHR or the Articles of the Bioethics Convention, even though those provisions are 

relevant for the protection of both pre- and postnatal human beings in that regard. It 

might even be said that those provisions are of particular importance to the protection of 

prenatal human beings since full human beings are protected either by their own right to 

consent to medical procedures or, before they have reached adulthood, by the right for 

parents to decide on such procedures. 
51

  

 

Te Braake has argued that the protection of the right to life of a foetus through the right 

to life of the mother, as per the majority opinion, is insufficient in the face of the 

scientific developments brought up by the dissenting judges. The wider problem of the 

legal protection of the embryo and foetus is, according to him, not limited to situations 

during pregnancy where there are no conflicting interests between the mother and the 

foetus. 
52

 On that note, he advocates that Article 2 should be found not apply to human 

life before birth, a conclusion which may then be used as a starting point for a debate on 

which level of legal protection should be accorded to foetuses, either through national or 

international instruments. 
53

 This is likely intended to be interpreted as a call for specific 

legislation on the subject, rather than additional interpretation of Article 2.  

 

5.1.4 Thoughts and opinions on the Vo case 

 

The plurality of views presented in the opinions of the majority and minority in the Vo 

case speaks to the difficulty of regulating the protection of human life before birth, 

particularly in an international instrument intended to cover a region like Europe, with a 

number of distinctly different cultures. While the ECHR has been widely ratified and 

implemented, the Bioethics Convention has not enjoyed the same degree of acceptance. 

In the case of Sweden, this has not happened to due to conflicts between domestic law 

and some provisions of the Convention, as previously outlined. Presumably, the 

situation is the same in other prospective Contracting States. The lower degree of 

acceptance may also be indicative of the lack of consensus identified by the Court.  
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The Vo case does not concern gene therapy as such, but the lack of a definition of the 

point at which life begins has implications for the legislation surrounding gene therapy. 

According to the ECtHR in the Boso v. Italy case, national law needs to strike a fair 

balance between the interests of a woman and the protection of a foetus.
54

 If embryos 

and foetuses were to be accorded a full right to life under Article 2, any considerations 

involving foetal gene therapy would have to incorporate a weighing of the right to life 

for both the mother and the embryo or foetus, as two separate human beings. This 

would be difficult in a situation where the life of an embryo or foetus is threatened and 

the life-saving treatment is not without risks for the mother, or where the mother 

opposes such treatment on religious or otherwise personal grounds. 
55

  

 

If embryos and foetuses are not to be considered human beings, and are not accorded 

protection under Article 2 of the ECHR, then the use of foetal gene therapy will be 

conditional on the will of the mother to subject herself (indirectly) to such treatments. 

Any in utero intervention into the genetic identity of the embryo or foetus would also, 

by necessity, require the consent of the mother, lest it constitute an infringement of the 

right to physical integrity on the part of the mother.  

 

Both dissenting opinions in the Vo case consider the protection of embryos and foetuses 

in light of the possibility of genetic manipulation of human beings. The majority 

opinion touches on it in passing, when making reference to the lack of a European 

consensus, but the Court stops at stating that the foetus requires protection in the name 

of human dignity, as a member of the human race that is not also a human being. 

Further, the Court states that the life of the foetus is intimately connected with that of 

the mother and in the instant case, it could be protected through her since there was no 

conflict of interest between the two.  

 

While the Court clearly limits the preceding statement on the protection of the foetus to 

the case at hand, where the cause of the death of the foetus was the malpractice of a 
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third party, it may nevertheless have implications for the use of foetal gene therapy. If 

the protection of the foetus is considered a function of the protection of the mother 

(“protected through her”), then the foetus can hardly be considered to enjoy its own 

layer or sphere of protection in the name of human dignity. Instead, it is be for the 

mother to decide whether or not the foetus she is carrying should be subject to gene 

therapy or other forms of treatment.  

 

In connection with this, the statement made by Judge Costa, outlined above, should be 

considered. While being a statement of the personal beliefs of the Judge, it points to a 

contradiction in the reasoning of the Court, in that the protection of the unborn child 

depends entirely on the mother. On the other hand, it could be argued that, due to the 

nature of the aforementioned close relationship between the life of the foetus and that of 

the mother, it should be for the mother to decide on any question that relates to the 

health of the foetus, since the two cannot be entirely separated.  

 

The argument put forth by Judge Mularoni, that the mother and foetus should be 

considered to be two separate beings, gives rise to the question of how the interests of 

those two beings should be weighed against each other. She states that the foetus should 

never be protected to the detriment of the health of the mother, which implies that the 

protection of the life of the foetus is secondary to the protection of the life of the 

mother. Given the inability of the foetus to survive without the mother, this appears to 

be a fair balance of interests. However, none of the opinions presented by the Court 

offer detailed guidance on how these interests should be weighed against one another in 

a situation where they do not coincide, presumably since the Court did not have to deal 

with that question due to the circumstances of the case.  

 

Hypothetically, it may be assumed that, as per the opinion of Judge Mularoni, the life of 

the foetus would never be afforded protection to the detriment of the mother as long as 

the foetus is not considered a full human being with a separate right to life under Article 

2 of the ECHR. This conclusion is supported by the majority of the Court, in that they 

state that “if the unborn do have a “right” to “life”, it is implicitly limited by the 

mother‟s rights and interests”. 
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 Even if the foetus was considered a human being with a right to life under Article 2, 

any legislator would be hard pressed to propose legislation putting the protection of the 

life of the foetus before the protection of the life of the mother in a case of conflicting 

interests. That being said, there is the possibility of a situation where the life of the 

mother is not threatened, but a medical procedure that may save the life of a foetus is 

available. In that case, the will of the mother, as a full human being, would be weighed 

against the protection of the life of the foetus, which would also be considered a full 

human being with regards to the right to life. This situation is difficult to resolve by way 

of recourse to the case law of the Court, since the matter has not been presented before 

the Court and likely will not be in the near future, since foetal gene therapy, as 

previously mentioned, has not yet been developed for clinical application in humans.  

 

Plomer has published a comparative article examining the scope of Article 2 of the 

ECHR, particularly in the light of the Vo case. In the article, Plomer makes the case that 

if the Court had found that there had been substantive breach of Article 2, they would 

also have had to accord the foetus a right to life, since “a hypothetical ascription of 

rights would have been untenable”. This would explain why the Court opted not to 

answer the question of when life begins and instead chose what Plomer terms the 

“procedural breach [of Article 2] route”.  

 

The same article also contains a discussion on why the Court chose not to use Article 13 

on the right to effective remedy in place of Article 2, despite finding that the applicant 

could have sought economic reparations. Plomer argues that an application of Article 13 

would have required a violation of a substantive right, which in this case would have 

been a right to life for the foetus under Article 2, something that the Court sought to 

avoid. 
56

 This argument can be compared to that of the dissenting judges, who discussed 

the issues that arise from a hypothetical application of Article 2, when there has been no 

violation of substantive rights on the part of the unborn. 

 

Plomer also discusses the issue of balancing the interests of the mother and of the 

unborn child. She argues that the Court should not grant foetuses a right to life under 

Article 2, which would mean that the Contracting States would not be required to do 
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that, but they would be free to do so in their respective domestic legal systems. 
57

 

Further, she notes that this since the Court has not done this, it may be forced in the 

future to deal with the question of how foetal life should be regarded in a situation 

where an involuntary termination of pregnancy is the result of intentional violence 

inflicted on the mother.  

 

If the above happens, she argues that the finding of a substantive breach of Article 2 in 

such a case would require the Court to ascribe to foetuses a categorical right to life, 

which in turn may affect the validity of late stage abortion laws. 
58

 It can be 

hypothesised that such an ascription of rights would have consequences for the use of in 

utero gene therapy, since a foetus that has been accorded a right to life would be legally 

equivalent to its mother for the purposes of Article 2, unless the Court or another 

competent institution specifically limits the right to life for foetuses in that regard. If 

this were to be the case, any balancing of interests between the two would become 

complicated, in particular where the health of the mother is not threatened, but she does 

not consent to treatment for personal reasons.  

 

5.2 The European Court of Justice and Directive 98/44/EC 

 

The case C-34/10 concerns a reference for a preliminary ruling on the interpretation of 

Article 6 (2) (c) of Directive 98/44/EC, which prohibits the patenting of inventions that 

require the use of human embryos for industrial or commercial purposes. Greenpeace 

had brought proceedings against a German citizen, Mr Brüstle, seeking the annulment 

of a patent relating to neural precursor cells and the processes for their production from 

embryonic stem cells and their use for therapeutic purposes. 
59

 

 

The referring German court sought to ascertain whether these embryonic stem cells 

constituted “embryos” within the meaning of the aforementioned Article and whether 

the organisms from which these stem cells are harvested constitute “human embryos” 

within the meaning of the same Article. The referring court also noted that it was not 
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certain as to the classification of the blastocysts from which these stem cells could also 

be obtained. 

 

By the first question, the ECJ was asked by the German court to define the concept of 

“human embryo” within the meaning of the aforementioned Article, for the sole purpose 

of ascertaining whether or not the prohibition on patentability laid down in the Article 

was applicable in the case. 

 

The Court stated that, since the Directive does not define “human embryo” in detail, the 

concept must be regard as an autonomous concept of EU law, meaning that it must be 

interpreted in a uniform manner throughout the Union. 
60

 Further, the Court noted that 

the interpretation must not concern questions of a medical or ethical nature, but instead 

be restricted to a legal interpretation of the provisions of the Directive. 
61

 

 

The Court made reference to the preamble of the Directive, which states that the use of 

human biological material must be consistent with a regard for fundamental rights. On 

that note, the Court points to Recital 16 of the preamble to the Directive, which 

emphasises that patent law must be applied with respect to the fundamental principles 

safeguarding the dignity and integrity of the person. 

 

In answer to the first question, the Court stated that the context and aim of the Directive 

show that the legislators intended to exclude from patentability any invention which 

could affect the respect for human dignity and therefore, the concept of “human 

embryo” must be understood in a wide sense. 
62

 Thus, the Directive should be 

interpreted to include any fertilised egg cell, any non-fertilised egg cell into which a 

nucleus from a mature human cell has been transplanted and any non-fertilised egg cell 

that has been stimulated into developing through parthenogenesis, within the meaning 

of Article 6 (2) (c) of the Directive. 
63
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By the second question, the ECJ was asked by the German court whether the concept of 

“uses of human embryos for industrial or commercial purposes” in the aforementioned 

Article also covers the use of human embryos for the purposes of scientific research. 
64

 

First, the Court noted that the Directive is intended to regulate the patentability of 

biotechnological inventions and not to regulate the use of human embryos in scientific 

research. 
65

 Second, it noted that with regard to this specific context, i.e. whether human 

embryos may be used for scientific research or whether such research can access the 

protection of patent law, the granting of a patent clearly implies industrial or 

commercial application in principle. 
66

 

 

With those restrictions in place, the Court stated that although scientific research must 

be distinguished from purposes that are strictly commercial or industrial, the use of 

human embryos cannot be separated from the industrial and commercial rights attached 

to the granting of a patent. 
67

 Further, the Court made reference to Recital 42 of the 

preamble of the Directive, which excludes from the prohibition “inventions for 

therapeutic or diagnostic purposes which are applied to the human embryo and are 

useful to it”. 

 

With respect to this, the answer to the second question, as put forth by the Court, is that 

the use of human embryos for purposes of scientific research is covered by Article 6 (2) 

(c) of the Directive, with the exception of inventions that have a therapeutic or 

diagnostic purpose and are useful to the human embryo.  

 

By the third question, the ECJ was asked by the German court whether an invention is 

unpatentable, if it is a product whose production requires the destruction of human 

embryos or a process which requires a base material that is obtained through the 

destruction of embryos, even though the purpose of the invention itself is not the use of 

human embryos. 
68
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The Court stated that for the same reasons as presented in the answer to the first 

question, i.e. in order to respect fundamental principles safeguarding the dignity and 

integrity of a human being, any invention which requires the destruction of human 

embryos must be regarded as unpatentable, even if the patent claim does not concern the 

use of such embryos. The point in time at which this destruction occurs is irrelevant, 

meaning that any invention which requires the use of stem cells produced through a 

process which includes the destruction of embryos is unpatentable. 
69

 In addition to this, 

the Court also stated that it is irrelevant whether the technical information in a patent 

claim includes any mention of the destruction of human embryos, if the invention 

requires their prior destruction. 
70

 

 

5.2.1 The opinion of Advocate General Bot 

 

The Advocate General assigned to the Brüstle case, Yves Bot, issued an extensive 

opinion that offers an additional perspective on the complexity of the issues presented to 

the Court in the case. The opinion will not be discussed in depth here, but a few of the 

remarks pertaining to the principle of human dignity will be considered.  

 

Bot opens his preliminary remarks by stating that the question of the definition of the 

embryo is where different philosophies and religions and “the continual questioning of 

science” meet and that he does not intend to decide on beliefs or to impose them. 

Further, he states that while the questions referred to the Court are exclusively legal in 

nature, they are connected to the notions of ordre public, morality and ethics, 

irrespective of the principles of the Charter of Fundamental Rights (“CFR”).  

 

Bot also notes that the EU has “values to be expressed”, one of which is the principle of 

human dignity which was recognised by the ECJ even before the adoption of the CFR. 

Finally, he states at the end of the preliminary remarks that the definition in the case is 

restricted to the interpretation of Directive 98/44/EC and that no legal inferences should 

be made in “other areas which relate to human life”, including questions of abortion 

such as those dealt with in the case law of the ECtHR. 
71
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Bot makes the interpretation that the Directive is intended to refer to the human body as 

a physical object, “[independent] of the person who occupies it” and that the term 

“human embryo” specifically refers to a stage in the development of the human body. In 

his opinion, the questions referred to the Court do not deal with definition of life itself, 

or the beginning of life, but rather with whether or not the embryo should be accorded 

protection as a form of the human body. 
72

 He further points out that the Directive 

prohibits the patentability the human body as a whole, at all stages of development and 

including germ cells, in accordance with the principle of dignity and dignity of the 

person.  

 

Based on the above, Bot argues that human dignity must be applied to the human body 

from the moment of fertilisation. 
73

 It is interesting to note that the reasoning employed 

by the Advocate General in this regard is reminiscent of that adopted by the ECtHR in 

the Vo case regarding the application of human dignity to embryos and foetuses, albeit 

with the critical difference that the Brüstle case does not concern a right to life for the 

embryo or foetus.  

 

5.2.2 Thoughts and opinions on the Brüstle case 

 

The ruling of the ECJ in the Brüstle case is not without controversies. Commentators 

have pointed to inconsistencies and contradictions in the treatment of the principle of 

human dignity as it relates to the protection of human embryos. Initially, a few points 

will be made with respect to the recitals of the preamble of the Directive, which will be 

followed by more general comments. 

 

While it is not entirely clear from the wording chosen by the Court, the term “human 

embryo” should be understood to include all stages of foetal development. The Court 

does not differentiate between embryos and foetuses in their judgement, despite the 

difference between the two in medical terms. Nevertheless, they state that any fertilised 

egg cell is included in the definition of human embryo, which must be presumed to 
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include embryos that have entered the foetal stage and consequently, foetuses up until 

the moment of birth.  

  

The Court makes one exception, outlined above, for inventions that serve a diagnostic 

or therapeutic purpose and are useful to the embryo. Such inventions may be intended to 

correct a genetic disease (a form of somatic cell therapy) or to improve the chances of 

survival of an embryo that is less than healthy. With regards to gene therapy, this could 

be interpreted to mean that although the patenting of inventions that require the 

destruction of embryos is not prohibited under the Directive, it is still possible to have a 

patent granted for an invention that is beneficial to embryos, even if the production of 

that invention requires their destruction. This would mean that the judgment does not 

affect the development of embryonic and foetal gene therapy products.  

 

However, it would hinder the development of similarly sourced and manufactured gene 

therapy products intended for children and adult human beings, since they do not 

benefit the embryo as such. It should also be noted that while the preamble of a 

Directive is not binding, the inclusion of the Recital 42 exception in the answer to the 

second question could be interpreted as having a binding effect, in that it thereby 

becomes a part of case law of the Court. While the Court merely quotes the preamble, 

this may give rise to a certain inconsistency. It effectively means that the patenting of 

inventions that require the destruction of embryos for the sake of the health of other 

embryos is permitted, while the same may not be done when the purpose of the 

invention is to protect or improve the health of human beings. The Court does not 

elaborate on this distinction between inventions that are useful for the embryo and 

inventions that are useful for human beings. 

 

In the previously mentioned report on patent law in the field of biotechnology, the 

Commission stated that Directive 98/44/EC represented a functional system that 

respected the major ethical principles in the European Union. Further, the Commission 

stated that, inter alia, the principle of the dignity of the human body must be adhered to 

and that the non-exhaustive list in Article 6 (2) (c) of the Directive is an unambiguous 

indication of which processes are ethically unacceptable. 
74

 If this report is interpreted 
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as an example of the internal reasoning of the EU, it serves to explain a part of the 

reasoning of the Court, in that the Directive itself reflects a European consensus and it is 

therefore possible for the Court to limit itself to an interpretation of legal issues. This 

interpretation, however, may be considered legalistic in the sense that it ignores the 

wider moral and ethical implications of the judgement of the Court in this case.  

 

It may also be noted that a prohibition on certain patents does not by itself hinder 

further research into such invention. This result is compatible with the provisions of the 

Swedish Act on Genetic Integrity et al, which allows the use and creation of embryos 

for research purposes, under certain conditions.  

 

The decision of the Court may decrease the possibility of obtaining economic profit 

from stem cell research, since it is not possible to patent any inventions in the field that 

require the destruction of human embryo. On this note, however, Harmon et al. have 

pointed out that the Member States are still free to authorise and fund such research and 

to allow the marketing and sale of products derived from that research and that private 

investors also remain free to do the same. Further, they note that the prohibition laid 

down by the Court may spur research into alternative methods of obtaining the kind of 

stem cell material that was at issue in the case and that such methods may not require 

the destruction of human embryos. 
75

 There is also the possibility that a researcher may 

develop an invention with a therapeutic or diagnostic purpose that is beneficial to both 

human embryos and to human beings in later stages of development, which would 

presumably be patentable since it is useful to the embryo, as per Recital 42 of the 

preamble of Directive 98/44/EC. 

 

Finally, it should be noted that the outcome the Brüstle case may affect the status of the 

embryo in national and European law, particularly through the future case law of the 

ECtHR and the ECJ. In an article on the possibility of a tension between the outcomes 

of the Brüstle and Vo cases, Plomer has argued that the adoption by the ECJ of a 

European definition of the embryo is incompatible with the jurisprudence of the ECtHR.  
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76
 The ECJ judgement contradicts the margin of appreciation approach to Article 2 of 

the ECHR found in the Vo case, as has been discussed previously. 

 

There is a possibility that the judgement of the ECJ in the Brüstle case may be 

interpreted by the ECtHR as indicative of a general European consensus in favour of 

according greater legal protection to embryos and foetuses. Both courts make use of 

similar language when discussing the principle of human dignity and the protection of 

embryos and foetuses. On the other hand, while it is true that the ECJ is entrusted with 

the development and interpretation of EU law, it seems farfetched to assume that the 

ECtHR would draw such a conclusion, since the ECJ judgement contradicts the national 

patent legislation of several Member States. 
77

  

 

Plomer also notes, in the article mentioned above, that the ECJ makes no reference to 

any legal sources on the concept of human dignity. Even those mentioned in Directive 

98/44/EC itself, such as the ECHR, national constitutions or the jurisprudence of the 

ECtHR, are left unmentioned by the ECJ in its adoption of a wide definition of “human 

embryo” for the purposes of Article 6 (2) (c). 
78

 She argues further that the ECJ could 

not have reached the conclusion that they did, if they had made reference to the 

aforementioned sources and followed its own principles on the interpretation of 

fundamental rights. Instead, the judgement may be considered inconsistent with the 

jurisprudence of the ECJ, the EU treaties and European case law on the rights of the 

embryo. 
79

  

 

On the topic of the difference between the two aforementioned cases, Plomer points out 

that the ECJ makes unpatentable the use of human embryos for research and 

commercial purposes, even if such use is permissible under EU law and allowed in 

several Member States, while the ECtHR instead chose to adopt a margin of 

appreciation approach in the Vo case. 
80

 In doing so, the ECJ effectively decides on the 

uniform view, and consequently, legal consensus across the Member States on the status 

of the embryo, even though the ECtHR was not able to identify that consensus. It may 
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be argued that it is within the competence of the ECJ to make such detailed judgements 

on the interpretation of EU law, compared to the wide margin of appreciation usually 

found in the case law of the ECtHR. However, Plomer argues that the level of legal 

recognition granted to the embryo by the ECJ constitutes a legally unjustified 

interference with the constitutional autonomy of the Member States, especially since the 

law at issue in the case deals with patents, not human rights. 
81
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6. Conclusions 

 

This section contains a number of short conclusions that may be drawn from the 

discussion presented in this thesis. The aim is to show how the Vo and Brüstle cases are 

relevant to the legal situation for gene therapy in Sweden, by way of EU law and the 

ECHR. Some points will also be made on the legal challenges posed by gene therapy 

and genetic engineering, particularly with regards to human dignity and the ethical and 

legislative aspects of the protection of germ cells vis-à-vis embryos and foetuses.  

 

6.1 The ECHR and the Bioethics Convention 

 

The immediate conclusion that can be drawn from the case of Vo v. France is that the 

legal status of the embryo and foetus is not clear, as far as the applicability of Article 2 

ECHR is concerned. This is not only due to the unwillingness of the Court to give a 

definite answer to the question of when life begins for the purposes of the ECHR, but 

also due to the fact that even the majority judges were not in agreement on the reasons 

for their decision. The diversity of legal cultures represented by both the Judges on the 

Court and their respective Contracting States makes a unified decision on the 

applicability of Article 2 difficult, since the issue of whether or an embryo or foetus 

should be considered a human being is a contentious one. The implications of this 

decision for the use of gene therapy are several. 

 

First, the use of foetal gene therapy in clinical application requires a delivery method 

that can be considered invasive vis-à-vis the physical integrity of the mother and it may 

even have health complications for her. If the embryo or foetus is considered to be a 

human being with a right to life under Article 2 of the ECHR, then any decision 

involving the use of such therapy where the health of the embryo or foetus is threatened 

will come down to a weighing of the interests of the mother and the health of the 

embryo or foetus.  

 

If the health of both the mother and the foetus is at stake when foetal gene therapy is 

being considered, then the situation should be weighed in favour of the mother. The 

embryo or foetus, even if accorded a right to life under Article 2, is not an independent 
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human being, unlike the mother. While it could be said that the same holds true for 

new-born children, they are different in that they are biologically separate from their 

mother and may survive independently of her as long as someone cares for them.  

 

If the health of the mother is not at stake, but she does not consent to the application of 

foetal gene therapy where the foetus is threatened, it would be difficult if not outright 

impossible to construct a legal framework where coercive procedures can be justified. 

That being said, the laws on abortion in many Contracting States do not allow free 

abortions after a certain stage of the pregnancy. When considered from the viewpoint of 

an autonomous human being, i.e. the mother, those restrictions on abortion may be 

interpreted as a restriction on her right to her own body.  

 

It is possible to argue that if we consider it justifiable to prohibit abortions after a 

certain stage, then we may also be able to justify the use of coercive medical procedures 

such as in utero gene therapy against the wishes of the mother. While this is currently 

not possible in clinical application, the question needs to be resolved in the future and 

preferably in legislation rather than through litigation relating to a human rights 

instrument such as the ECHR.  

 

If the health of neither part is at stake, but foetal gene therapy is being considered for 

other reasons, such as what might be termed genetic enhancement, then recourse should 

be had to the provisions of Article 13 of the Bioethics Convention. If the therapy does 

not serve a preventive, diagnostic or therapeutic purpose, then it is not allowed under 

that Article. If we assume, for the sake of discussion, that the Convention has been 

ratified and implemented by Sweden, then the use of gene therapy outside the stated 

purposes should not be legal in domestic law. It should also be noted that Article 2 of 

the ECHR is not relevant in this situation, since the right to life is not threatened. 

 

If the embryo or foetus is not considered a separate human being with a right to life 

under Article 2 of the ECHR, then the use of foetal gene therapy, including participation 

in clinical trials, is contingent only on the will of the parents and particularly the 

consent of the mother. Any ethical considerations pertaining to human dignity and the 

right to life will be restricted to respecting the rights and interests of the mother.  
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However, the middle road chosen by the ECtHR in the Vo case presents us with a 

situation where the embryo should be protected in the name of human dignity, even if it 

is not regarded as a person with a right to life.  

 

6.2 Directive 98/44/EC and domestic Swedish law 

 

The natural conclusion that can be drawn from the Brüstle case is that the destruction of 

embryos for research purposes is not supported by the EU, since any inventions 

involving such destruction may not be patented under Article 6 (2) (c) of Directive 

98/44/EC. While this is primarily an issue for certain areas of stem cell research, it does 

provide insight into the legal status of embryos in the case law of the ECJ. As Plomer 

has pointed out, the less than complete reference to competent legal sources made by 

the ECJ lends itself to confusion in this regard. Since the judgement did not, in the 

words of the Court, concern medical or ethical questions, but only a legal interpretation 

of the aforementioned Directive, the initial impression is that the Court did not wish to 

speak on the interpretation of the Charter of Fundamental Rights of the EU or on the 

relationship between provisions of EU law and the ECHR, bearing in mind the Vo case.  

 

However, the above interpretation is difficult to reconcile with the statement made by 

the ECJ, that “human embryo” is to be regarded as an autonomous concept for the 

purposes of the application of the Directive, which must be interpreted in a uniform 

manner throughout the territory of the Union. If this narrow interpretation of human 

embryo is to be accepted, then it should follow that the use of the term human embryo 

in other instruments of EU law and the outcome of future case law from the ECJ may be 

dissimilar to the findings in the Brüstle case.   

 

It should be recalled here, as noted in the review of the Brüstle case, that the ECJ 

includes foetuses in their definition of “human embryo” which may, but should not, 

have complications for research on foetal gene therapy. Presumably, the advertent 

destruction of foetuses would render an invention unpatentable, but this should not be 

the case where inadvertent damage may be inflicted on the foetus in practical 

application. It should also be noted that the Brüstle case does not concern the clinical 
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trials that precede a patent application for a medical procedure. Also, it may be 

presumed that such trials will not be undertaken before researchers have managed to 

establish a low or non-existent risk of damaging side effects and that a gene therapy 

product will not have a patent claim application filed, nor see clinical application, 

before those side effects have been minimised or removed. 

 

The term “human embryo” is currently not used in EU law outside of Directive 

98/44/EC. It does not seem unreasonable to assume that this may become an issue in the 

future, either through the adoption by the EU of a legal framework similar to the 

Bioethics Convention, or by the accession of the EU to the ECHR and the Bioethics 

Convention. In the first case, the Member States of the EU who are also Contracting 

States of either the ECHR or the Bioethics Convention, or both, will be faced with the 

task of reconciling the view of the EU on the protection of embryos and foetuses with 

that of the Council of Europe. In the second case, the EU needs to make a declaration on 

the legal hierarchy of its own instruments and those of the Council of Europe.  

 

6.3 The principle of human dignity in Vo and Brüstle 

 

The principle of human dignity is central to the reasoning of the respective courts in the 

Vo and Brüstle cases, but the courts came to different conclusions, as has been shown 

above. In the Vo case, the ECtHR finds that human embryos and foetuses do not have a 

right to life under Article 2 of the ECHR, but that they are members of the human race 

and require protection in the name of the principle of human dignity. In Brüstle, the ECJ  

states that concept of “human embryo” for the purposes of Directive 98/44/EC must be 

understood in a wide sense, lest the patenting of inventions that require the destruction 

of human embryos affects or offends the principle of human dignity. Here, it should be 

recalled that the ECJ firmly states that it was called to rule on the legal interpretation of 

the Directive, without broaching questions of a medical or ethical nature.  

 

Even so, the ECtHR also found that if Article 2 of the ECHR had been applicable, there 

still would have been no violation since the procedural guarantees required by the 

Article were available to the applicant. As it stands now, the judgement leaves the 
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Contracting States of the ECHR without a definite answer as to the legal status of 

embryos and foetuses under the Convention.  

 

However, the lack of an affirmative answer also enables the Contracting States to 

exercise a certain margin of appreciation, as per the majority opinion, which may be 

considered the diplomatic route in the face of a non-existent European consensus on the 

issue. It should also be noted that the judgement is soon twenty years old and the field 

of biotechnology, including gene therapy, has seen rapid developments since then, 

much like the predictions reflected in the minority opinions in the case. In addition, the 

case concerned unintentional violence inflicted by an unknowing third party on a viable 

foetus, which meant that the ECtHR did not have to face questions on a conflict 

between the interests of the mother and those of the foetus or questions related to 

biotechnology and bioethical issues. 

 

6.4 Human dignity and germ cells 

 

The protection of human germ cells and the human germ line in both domestic Swedish 

law and the international and European instruments discussed in this thesis is connected 

to the concept of human dignity, but the choice of wording differs between the 

instruments. As has been discussed in a previous section, some instruments have as their 

object of the protection the human germ line itself or the genetic constitution of future 

generations, while other instruments have as their objects of protection either the 

physical descendants of a person or the actual germ cells carried by a person.  

 

Put differently, it can be said in the first case, the instruments aim to protect the genetic 

integrity, or right to a genetic identity that has not been modified by artificial means, of 

future human beings. In the second case, the instruments can be said to protect the 

genetic constitution or collective genetic identity of the human species from such 

artificial modifications. 
82
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 The term “artificial” is used here in opposition to natural means which do not allow for the replacement 

or selection of specific genes, such as eugenic breeding.  
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6.5 The legal status of embryos and foetuses vis-à-vis germ cells 

 

As far as Swedish law is concerned, the protection of germ cells and the human germ 

line from genetic interventions is absolute, in the Act on Genetic Integrity et al. and the 

Patent Act. In addition to this, the Bioethics Convention, while not implemented in 

Sweden, is still respected by Swedish legislators, as has been discussed previously. It 

may be argued, as some commentators have done, that the prohibition on germ line 

interventions needs to be reconsidered, but this has been taken into account by the 

Swedish legislators according to the previously discussed preparatory works.  

 

As it stands now, with modifications to human germ cells and the human germ line 

being a primarily theoretical concept, this is not likely to change soon. However, it may 

be argued that it is appropriate to adopt a conservative approach to both clinical trials 

and practical of application of germ line genetic engineering, given that they will be 

affect future generations of human beings in a way that we cannot determine the full 

extent of. 

 

The protection of embryos and foetuses is less clear. From the case law of the ECJ, we 

know that the EU does not support the patenting of inventions that require the 

destruction of embryos for research or industrial or commercial purposes, under 

Directive 98/44/EC. While this judgement is explicitly limited, in the words of the ECJ, 

to situations where the Directive is applicable, it nevertheless represents the most 

obvious example of the stance of the EU on the legal status of embryos and foetuses. 

From the case law of the ECtHR, we know that the right to life enshrined in Article 2 of 

the ECHR does not apply to embryos and foetuses, even though they were found to be 

members of the human race and to require protection in the name of human dignity.  

 

In summary, the legal status of embryos and foetuses is not clear in the international and 

European rules that are applicable in Sweden. Swedish domestic law contains few rules 

on this subject, particularly as it relates to the use of and research into gene therapy. As 

has been mentioned previously, the domestic rules governing ethical reviews boards in 

Sweden make reference to the protection of human dignity, but they do not offer a clear 

definition of the concept of human dignity. Accordingly, the use of embryos and 
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foetuses in research on gene therapy, with the exception of the patentability of 

inventions that require their destruction, is permitted in Sweden, in stark contrast with 

the development of methods for the genetic modification of human germ cells.  

 

 

 

 

 

 

 

 

 

 

 

  



 

 

 

55 

 

7.  Table of authorities 

 

7.1 Legal sources 

 

Prop 2002/03:50 – Etikprövning av forskning 

 

Prop 2004/05:55 – Gränser för genpatent m.m. – genomförande av EG-direktivet om 

rättsligt skydd för biotekniska uppfinningar 

 

Prop 2005/06:64 – Genetisk integritet m.m.  

 

SOU 1984:88 – Genetisk integritet: Betänkande av Gen-etikkommittén 

 

SOU 2004:20 – Genetik, integritet och etik 

 

7.2 Literature 

 

Andorno, R. (2002). Biomedicine and international human rights law: in search of a 

global consensus. Bulletin of the World Health Organization, 959-963. 

 

Steering Committee on Bioethics. (1996). Explanatory Report on the Convention on 

Human Rights and Biomedicine. Council of Europe. 

 

Braake, T. T. (2004). Does a Fetus have a Right to Life? The Case of Vo. v France. 

European Journal of Health Law, 381-389. 

 

Danelius, H. (2012). Mänskliga rättigheter i europeisk praxis, 4 uppdat. uppl. 

Norstedts. 

 

Hellstadius, Å. (2011-12:4). Patent på stamceller i Europa. JT, 963-976. 

 

Laurie, S. H. (2013). Dignity, plurality and patentability: the unfinished story of Brustle 

v Greenpeace. European Law Review, 92-106. 



 

 

 

56 

 

Plomer, A. (2005). A Foetal Right to Life? The Case of Vo v. France. Human Rights 

Law Review 5:2, 311-338. 

 

Plomer, A. (2012). After Brüstle: EU accession to the ECHR and the future of European 

patent law. Queen Mary Journal of Intellectual Property, 110-135. 

 

The Commission of the European Union. (2002). Development and implications of 

patent law in the field of biotechnology and genetic engineering (COM 2002 

545).  

 

Timothy Caulfield, R. B. (2006). Human dignity: a guide to policy making in the 

biotechnology era? Nature Reviews Genetics, 72-76. 

 

7.3 Medical literature 

 

al, C. N. (2012). The case for intrauterine gene therapy. Best Practice & Research 

Clinical Obstetrics and Gynaecology, 697-709. 

 

Anna David, D. P. (2008). Gene therapy for the fetus: is there a future? Best Practice & 

Research Clinical Obstetrics and Gynaecology, 203-218. 

 

Anna Wagner, A. S. (2009). Fetal gene therapy: Opportunities and risks. Advanced 

Drug Delivery Reviews, 813-821. 

 

Jessica Roybal, M. S. (2010). Stem cell and genetic therapies for the fetus. Seminars in 

Fetal & Neonatal Medicine, 46-51. 

 

Ray Noble, C. R. (2008). Ethical considerations of fetal therapy. Best Practice & 

Research Clinical Obstetrics and Gynaecology, 219-231. 

 


