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ABSTRACT 

Bioethics is always described as implying a multidisciplinary and pluralistic approach of the 
issues encompassed. No doubt that the law and lawyers have deeply contributed to its origin 
and present development. However, conversely to the United States, it seems that bioethics 
has opened some new perspectives to the law in Europe. First, it forced the law to move out 
of its own frontiers and to apply its reasoning to life sciences issues with the consequence 
that some consider that the legal norms are used to legitimate unlawful practices while others 
believe legal norms have imposed binding conditions to the free development of science and 
technology. Second, Europe is the only region of the world where biomedical techniques are 
subjected to legal and sometimes binding harmonisation. In some way, we may conclude that 
the role played by the law in the elaboration of European bioethics is just an example of the 
important role of the law in the European integration.

I) Th e political dimension of bioethics and law in Europe

Th ere is a specifi c dimension of the transformation of patient-physician relationship 
in Europe. It concerns the fact that most European countries have developed social 
security systems and that, consequently, the new biomedical development raises the 
issue of access to health care as a global socio-political issue.

Th erefore, law more than ethics plays in Europe a role in defi ning the conditions of 
accessing new medical technology and in elaborating a public policy in this fi eld.

* Correspondence address: Judge at the Court of Appeal, Paris; Secretary general - International Association of 
Law**, Ethics and Science, 19 rue Carpeaux, 75018 Paris France. e:mail: christian.byk@aliceadsl.fr
** Th e Association constitutes an international and multidisciplinary network in the fi eld of science, ethics and 
society (www.iales.org ). It has been publishing the International Journal of Bioethics (www.eska.fr ), a bilingual 
quarterly, since 1990 .



432

JAHR���Vol. 2���No. 4���2011

When looking back to the recent history of Bioethics and Law in Europe, we see the 
emergence of mechanisms to produce new norms outside the medical and scientifi c 
community. What is interpreted as the end of a paternalistic ethical system, also 
common to the bioethics movement in the USA, is also the symbol that law is 
viewed in Europe as an appropriate way to bring bioethics issues at the forefront of 
a societal debate.

Th e counterpart of this "political" appropriation of Bioethics – in the traditional 
meaning that it has become a question for citizens’ discussion- is the fact that the 
law might be perceived as imposing a new "paternalistic" approach, not the one of 
the medical ethics but the one of the State imposing to individuals rules based on a 
collective idea of good, happiness or of what is a normal social behaviour.

A) Bioethics, law and democracy

Th e idea that bioethics will stop the confi scation by the medical profession of the 
decision making process on the ethical issues raised by the progress of medicine im-
plies that Society would be able to defi ne democratic ways according to which indi-
vidual and collective choices could be made. Naturally, the process of making law in 
Western democracies could serve as a practical example: public debate in Parliament 
and courts are good references and rational way of reasoning is a good methodology. 
So the idea came that once appropriate institutions would have been set up, they 
might be incorporated or their work might be used in the process of elaborating the 
norms necessary to organise and regulate the new techniques.

1) Bioethics, law and the (new) institutions

A signifi cant outcome of the end of the XX century Bioethics success story is cer-
tainly the growing role of new and renewed institutions in producing and applying 
bio law.

Among the newly created institutions, we may clearly distinguish those in charge of 
assessing and discussing bioethical issues from those in charge of applying the legis-
lation.

• Th e fi rst category encompasses both "the pilgrim mothers" of the bioethics 
institutions, those created in the 1980s in diff erent European countries (the 
Warnock Commission in the UK, the Benda Commission in Germany, the 
Braibant Committee in France or the Santesuosso Committee in Italy) to deal 
with reproductive and genetic technologies and the now expanding category 
of National Bioethics Committees (France 1983, Denmark 1986…). 
Although those commissions have not been instituted on the framework of a 
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law reform commission, they all add in mind the issue: should we legislate? 
Even the new National Bioethics Committees which were set up as standing 
committees with a mandate to organise ethics discussion very early raised the 
same question and were infl uential in suggesting to governments and parlia-
ments to move to legislation while their opinions also served as references in 
court disputes. 
Th erefore parliamentary committees reorganised themselves to tackle with 
bioethical issues: special commissions were set up; offi  ces for technology as-
sessment were incited to deal with such issues. 

• Th e second category gathers bodies which are part of the regulating process 
adopted to rule specifi c biomedical technologies. Some do it on a broad scale 
at the national level such as the Human Fertilisation and Embryology authori-
ty in the UK or the Biomedicine Agency in France. Others do it on case by 
case review: IRBs for research on human beings or transplant or genetic thera-
py committees…Both produce bylaws or "case law" according to their man-
date. Th ey merely interpret or apply the existing legislation more than they 
create it but they have anyway a very concrete role for those who are either 
practising the technologies concerned or applying to benefi t from them. 

Whatever is the ethical issue concerned, a clinical case, a biomedical protocol or a 
broader societal issue; there is today at least one body to look at it. Public ethical 
institutions have clearly replaced professional associations at the forefront of the bi-
oethics debate. Th is change in dealing with bioethical issues raised another impor-
tant feature: the capacity of the mandated institutions to work democratically. For 
that, they have to be inspired by the legal practice and develop a due process of law 
in the specifi c area of bioethical issues.

2) Bioethics institutions and the due process of law

Ethical issues have moved everywhere from the closed professional world of doctors 
and scientists to the global world of public arena. But contrary to the United States, 
Europe is not essentially relying on the concept of autonomy to institute more de-
mocracy in the decision making process in bioethics. Legal procedure plays an im-
portant role in bringing some legitimacy to the institutions in charge with bioethi-
cal issues.

• Th e search for sanitary democracy is a recurrent issue in reframing the health 
systems in Europe by the turn of the Millennium and bioethics poses even 
more diffi  cult problems. 
For example, how can a national bioethics committee be inspired by the due 
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process of law? 
It certainly means that contradictory arguments have to be identifi ed and dis-
cussed, that the process of elaborating an opinion should be transparent and 
that the opinion should be argued. 
Regarding the agencies in charge with the regulation of technologies and prac-
tices, how can we be sure that they do not re-create a closed world for experts 
that will leave outside lay persons and public representation? How can we be 
sure that their decision will not be biased by confl ict of interests? 

A more sensitive question would be 

• How can we prevent the review of research protocols or individual clinical 
cases by ethics bodies giving birth to an "ethicocracy"? Transparency, rational 
reasoning and possibility to appeal are necessary as a counterpart of the au-
thoritative role of those new bodies in making decisions. Eff orts have been 
made in diff erent European countries to improve this process but this is too 
often a task which is the consequence of major dysfunctions of the system.

We may say that the XXI century marks the triumph of bioethics institutions be-
cause we now have fi ve categories of such institutions in Europe: national bioethics 
committees, ethics research committees, high technology ethics committees (on ge-
netics, organ transplant, biotechnology…), clinical (or hospital) ethics committees 
and academic or professional ethics committees. At least, the fi rst 3 categories are 
usually regulated by law. But, we do not have yet a global perception of what is the 
result of this integration of bioethics institutions in law policy making. Does it real-
ly lead to more democracy in the fi eld of biomedicine and biotechnology or are we 
entering into a "Brave new world"?

B) Bioethics, law and the "Brave New World"

Th e marriage of law and bioethics is a feature of the techno-scientifi c society. Th e 
law is necessary to facilitate social transformation and to alleviate the fear of the pro-
gress. But in doing so, the law might raise some ambiguity: it could either support a 
positivist approach to consumerism in the fi eld of biomedicine or create a new dog-
matism which will limit individual freedom, scientifi c creativity and entrepreneur-
ship.

1) Biolaw and the positivist approach to consumerism in the fi eld of biomedicine

A common point between bioethics and biolaw could in fact put biomedical issues 
in the public arena where choices are not only made by the physicians following the 
traditional medical ethics. While admitting that new biomedical technologies raise 
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issues that concern the individual rights of the patients as well as some societal 
choices, bioethics and biolaw however keep their eyes wide open on the practice. 
Th ey try to be references for existing practices in suggesting and sometimes impos-
ing limits and conditions to health care providers and patients. Globally, they off er a 
set of norms to rule the diff erent techniques and to make them socially acceptable 
rather than to challenge the legitimacy of such techniques.

In doing so, bioethics and biolaw may be viewed as derived products from biology 
rather than sub branches of ethics and law. In supplying the traditional medical eth-
ics, which most patients criticized for its paternalist attitude and which many physi-
cians thought it was no more in capacity to bring appropriate answers to the ethical 
legal and social issues generated by the reproductive and genetic revolutions, biolaw 
developed a practical and concrete approach to facilitate the access to the new tech-
niques in the respect of individual rights. But it did not really challenge the philoso-
phy and organisation of the techno-scientifi c society.

It therefore contributed and reinforced some of the main characteristics of our post-
modern society: individualism and subjectivity, on the one hand; materialism, con-
sumerism and reifi cation of the human body, on the other hand.

For this reasons, opponents to this positivist approach think that it is not enough to 
introduce some ethical questioning to the way we produce our law. Th ey argue 
about the necessity to substantiate our legislation on strong fundamental values 
rather than on bioethical discussion and procedural norms.

2) Biolaw and the risk of a new dogmatism

What may be obvious in the convergence of ethics and law in the fi eld of biomedi-
cine is a common will to found the set of rules governing the new technologies on 
strong values. To guarantee that the development of medicine and science will not 
serve to build a Brave New World, we need to recall what is perceived as symbols of 
a humanist philosophy: Judeo-Christian references and human rights principles. 
Th e implementation of existing rights as well as the emergence of new rights is to-
tally constructed for the benefi t of the protection of what is human either as an in-
dividual person (and parts of it) or as a collective body (the human species).

Globally, we may proclaim that ethics and law contribute together in the designa-
tion of these fundamental values. Sometimes, ethics has a determining role in this 
consecration although law does not ignore the principles which are commonly de-
signed as fundamental values. Th is is the case with the informed consent principle 
but also with the concept of dignity.
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In other cases, the process is working the other way around as with the principles of 
privacy and non discrimination which have been broadly applied in the fi eld of ge-
netics and access to health services.

But, the idea and practice of establishing a set of fundamental rights may be confus-
ing.

It might mean that the benefactors of such rights are entitled to claim the applica-
tion of the rights in the diff erent areas of biomedicine and that those rights are uni-
versal, authorise limited exceptions and may serve as references to develop derived 
principles.

Th e fundamental rights approach could also be a way to introduce in the legal sys-
tem the idea that the rights designed as fundamental are at the top level of a new 
hierarchy of norms, no more grounded on a formal distinction but essentially based 
on their substance. 

Due to the fact that they contribute to defi ne what is human, one of the main char-
acteristics of such rights is their transcendence which means that they surpass all 
other rights and principles. Th ey off er some objective defi nition of the "human na-
ture" and fi nd references in the concept of jus naturalism and also in religious belief. 
We may therefore fear that they will reintroduce some form of dogmatism and ab-
solutism in our law. Th e controversy rose by the utility and applications of the con-
cept of dignity but also the ongoing discussion about embryo research are good il-
lustrations of such risk. 

Although the consequence of this ethico-legal approach is well known in US Bio-
ethics, it might be more infl uential in Europe because in most countries biomedical 
research and its applications are largely relying on a State and Society support. Law 
therefore plays in Europe an important role in implementing the diff erent national 
policies in the fi eld of life sciences.

As some of these policies are restrictive while other are more permissive, there is in 
Europe a specifi c geography for Biolaw which diff ers considerably from the US tra-
ditional distinction between federal regulation (only binding for the researchers ask-
ing for federal funds) and State law which may be unexistent in many areas of bio-
ethics. Consequently harmonising legislation in Europe is the only way to make the 
idea that fundamental values could rule biomedical issues without infringing upon 
individual human rights acceptable.
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II) Legal harmonisation of biomedical legislations: an original 
method to resolve contradictions 

Th e legal approach to bioethics issues is also an interesting example to demonstrate 
how the diversity of European approaches may live together and move to substanti-
ate fundamental principles. Although the margin of discretion of the national legis-
lations is still great in deciding how far the beginning of life should be protected or 
what is the positive duty of a State in providing death with dignity, European States 
have accepted in diff erent ways to join a competitive dynamics in which law is a key 
instrument.

A) Th e law as an instrument of competitive dynamics

Originally conceived as an economic community based on coal, steel and uranium, 
the European Community progressively embraced broader areas of jurisdiction to 
facilitate the emergence of a global European market whose products and services 
could easily compete abroad. Legal harmonisation became a way to integrate this 
global market but life sciences issues demonstrated soon the limits of technical har-
monisation without the support of common European values.

1) Th e industrial and economic need is a strong incentive to regulate

It seemed obvious that if Europe would like to play a signifi cant role in the interna-
tional competition, its industry had to benefi t from rules that would facilitate the 
circulation of goods and services. Th is task has been accomplished for drugs and 
blood products and for medical professionals. However, in 1995, it failed to be real-
ized for biotechnology and patents but after a new proposal was put on the table in 
1996, fi nally a European regulation was adopted in July 1998. Obviously, this dem-
onstrated that it was no more possible to answer the industrial approach without 
looking also after the ethical issue.

Let us put aside for a moment the quarrel of words and ideologies to revisit the Eu-
ropean policy on biotechnologies, and more particularly the role of the law by ask-
ing a double question: what is resulting from 20 years of European legal rationaliza-
tion in this fi eld? And does this result bring a satisfactory response to the concerns 
expressed by the public opinion? Our feeling is that the extraordinary development 
of the regulation on biotechnologies did not make us escape a deep social crisis of 
confi dence between scientists and political decision makers, on the one hand, and 
the citizens, on the other hand, with the fear of a biotechnological apocalypse. And 
in this frontal opposition of views, the law had a key role for each party, which was 
to legitimate the social choices and to transpose them in concrete reality. Th is is the 
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marriage between social values and reality that constitutes the legitimacy of the Eu-
ropean legal system. 

2) Th e ethical dimension is necessary to make techno-scientifi c regulation socially acceptable

Th e new biomedical technologies are often presented as the only real challenge to 
our social organization, creating a risk for the human and even the human species 
by off ering more and more sophisticated possibilities to manipulate, for example, 
procreation, heredity and in a near future the human brain.

Let me explain why I believe it is not a good approach to bioethics issues. Th e prob-
lems which are posed to us are in fact due to the conjunction of diff erent social atti-
tudes, the importance of which will depend on the cultural context. Th ese attitudes 
can be summed up as follows: the unlimited search of new scientifi c knowledge, the 
irresistible pursuit of individual happiness, the importance of money and business, 
the role of institutional structures and ideology.

• Th e fi rst two attitudes concern primarily the physician - patient relation-
ship. Traditionally, the Hippocratic medical practice was based on the specifi c-
ity of the relationship between the patient and the physician. Th e physician 
benefi ted from the patient’s confi dence because his/her duty was to act only 
for the direct and personal benefi t of his/her patient. 
Of course, we have known for a long time that physicians had to face in some 
circumstances opposite interests: either private interest - should a physician tell 
the family the nature of the illness a patient is aff ected with? - Or public interest 
when it is necessary, for example, to prevent the spreading of epidemics? 
But the major changes in modern medicine arise from the fact that biomedical 
research has now been integrated as a normal aspect of the medical progress: 
"ethically necessary but necessarily immoral" as observed by Prof. J. Bernard 
the honorary chairman of the French National Bioethics Committee. Conse-
quently, as soon as the patient became the subject of biomedical research, heal-
ing the patient was no longer the unique goal of the medical practice.

Another element of the transformation of this relationship is to be found in the 
greater role played by the patient himself. Higher education and further develop-
ment of individual rights have led to a greater consideration of the autonomy of the 
patient. Paternalism is less and less accepted but more patients, as they are now bet-
ter informed of the new medical advances, have stronger views about their wishes 
and would like them to be satisfi ed by the physicians. People want to decide about 
their own treatment but they also want to decide about their own quality of life and 
death, about the moment they will procreate and the characteristics of their off spring.
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What they require from the health care providers is more and more the satisfaction 
of their personal desire and happiness than it is a therapeutic treatment.

Th erefore, the pursuit of further knowledge by the physician on the one hand and 
the pursuit of happiness by the individual on the other hand could progressively 
transform the physician-patient relationship on a purely legal convention losing its 
specifi c characteristic which implies a mutual respect of each partner.

• Such a consequence has probably already occurred in circumstances when 
business is prevailing over medical considerations: 
We could certainly ask why so many physicians are interested in industrial 
countries to develop new reproductive technologies, the fi nancial cost of 
which is high. But we all know what a couple could do to get a desired child. 
We are sometimes surprised to hear of the existence of very modern genetic 
centres providing with genetic medicine a few people in countries where gen-
eral hospitals cannot usually face their normal duties. 
New technologies are also a good way of advertising the ability in medicine or 
simply the ambition to be viewed as a person who is at the forefront of the 
new medicine. 
Sometimes these events are good successes: it was the case with Prof. Chris 
Barnard’s fi rst heart transplant or with the birth of Louise Brown due to B. 
Edwards & A. Steptoe, but this is not always the case so it is the reason why it 
appeared necessary to include an ethical approach to the European regulatory 
policy. 
It largely concerns the ethical review of biomedical research. Since 1991 the 
European Union Biomedical Research Program has included specifi c research 
incentives for bioethical issues related to medical research. 
It also covers the assessment and the regulation of a wider range of bioethical 
problems at the European level.  
After having set up two ad hoc committees (on embryo research and human ge-
nome research) the European Union instituted in 1991 a standing group (on 
ethics of biotechnology) to advise the Commission on ethical aspects of Euro-
pean regulations draft. 
Th e other European organization, the Council of Europe, which is an inter-
governmental institution for cooperation, has had such a standing body since 
1983: this is the now called the steering committee on bioethics (CDBI), 
which prepared many recommendations (on genetic issues, reproductive tech-
nologies, human experimentation...), the European convention on biomedi-
cine and human rights and is presently pursuing its mission to elaborate pro-
tocols to the European convention on bioethics.
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B) Th e law as a key instrument to substantiate European values

1) Th e European methodology

Th e funding basis of the European regulation appears very diff erent, not to say con-
tradictory.

a) Th e pragmatic approach

Th is is mainly the approach of the European Union whose jurisdiction is essentially 
concerned with economic aff airs. In this perspective although the bioethical ap-
proach cannot be regarded as subsidiary, its necessity is imposed, not by theoretical 
considerations, but by the fact that some industrial applications of research have 
raised great concerns in the public. European authorities are now aware that any 
specifi c policy could pose major political issues in term of protecting the consumers, 
the environment or simply assuring the public that these questions, but also fears 
and anxieties, are taken into account.

Th is is the meaning of the European Commission statement declaring that "the 
Commission has expressed a clear wish to build a Europe for science and technology 
which should both promote the European development and be respectful of the 
rights of each European citizen".

Th is is the reason why the Commission has set up the above mentioned Group of 
advisers on the ethics of biotechnology the mandate for what can therefore be re-
garded as complex and diffi  cult. Th e group should have indeed a dynamic approach 
taking into account the acceleration of scientifi c knowledge which is a permanent 
incentive to reform our regulation.

As proved by the fi rst years of activities of the group this task, although it does not 
ignore the general human rights perspective, is merely accomplished through a case 
by case approach in which political aspects are sometimes more important than le-
gal aspects.

Until the turn of the millennium, the ethical implications of some technical or eco-
nomic issues were less apparent in the European Union regulatory process.

Although biomedical research funded by the European Union has by contract to 
obey some ethical guidelines (good clinical practices, or specifi c guidelines for em-
bryo research or human genome research), these guidelines are not, strictly speak-
ing, European rules imposing obligations to the Member States. Th ey are only con-
ditions that a contractor, the European Union, is imposing to a co- contractor in 
order for this co- contractor to benefi t from a European grant.



Christian Byk: Bioethics, law and European integration

441

Regarding what is properly called the European regulations; only a few texts are spe-
cifi cally referring to ethical issues: we can quote the 1989 directive on blood prod-
ucts which mentions the ethical rules adopted by the Council of Europe and the 
2001 directive on clinical trials which mentions the role of ethics review commit-
tees. But for many, the 1989 regulation was not deemed as being very effi  cient be-
cause the ethical rules were mentioned as an objective to fulfi l with and not as an 
obligation to compel with.

Another text, a draft, attempted to include ethical considerations. It concerned the 
issue of patenting biotechnology but as these considerations did not appear to make 
ethical issues as prominent, the European Parliament rejected the bill. Th e new one 
which was introduced in 1996 and adopted in 1998 was more explicit about ethical 
issues, especially the prohibition to patent the human body and its components and 
to ban germ line gene therapy.

Indeed, the recent history of these European regulations proves how illusory it could 
be trying to incorporate diff erent preoccupations in the same text. It could mean 
that the enforcement of Human Rights provisions in the fi eld of biomedical scienc-
es should probably follow a diff erent process of harmonisation.

b) Th e human rights approach

It is presupposed that bioethics is not an isolated problem and should be treated as 
part of a common heritage encapsulated in the European Convention on Human 
Rights - the common European heritage.

Th e concept of a human person, which has such a tremendous importance in bio-
ethics and in law, is naturally a theoretical category invented by philosophers but it 
is also largely the heritage of the three funding elements of the European culture: 
Greek philosophy, Roman law and Judeo-Christian beliefs.

Since it was formulated at the end of the XVIII century, the principle that each man is 
a human person with equal rights has been used as a key political operative concept 
which was progressively incorporated into the legal system. Th e European Convention 
on Human Rights has been since 1950 the living example of this recognition of the 
central value of the human person in "die Europaïsche Weltanschauung".

Th e status of the human body but also our concept of fi liations is deeply related to 
this perspective.

Th e human body cannot be separated from the human person: man is both a physi-
cal and a non-physical entity. Th erefore, the legal protection granted to the human 
person does also apply to the human body as far as the person has a legal existence.
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Th e concept of fi liations also plays an important role in contributing to the identifi -
cation of each man as a single person having his/her own biological and social ori-
gins.

Since it is an individual physical integrity and an individual private life which are 
primarily at stake, the Human Rights are in a prominent position, and particularly 
articles 2 (right to life), 3 (right to be protected against treatment contrary to hu-
man dignity), 8 (right to privacy), 12 (right to marriage) and 14 (right not to be 
discriminated) of the European Convention.

However, the way these principles can be implemented and enforced in the bio-
medical fi eld is not so simple because of the divergences existing in national legisla-
tions or practices as we mentioned above. So, there is a need for a process which al-
lows some European harmonisation. It could be done in two ways: the jurisprudence 
of the European Court of Human Rights and the elaboration of new Human Rights 
instruments.

- Case law derived from the European convention on human rights

Far from ignoring questions resulting from the development of the biomedical sci-
ences, the case-law of the Convention contains some "surprises".

Th ese involve both the replies to questions submitted for examination and the ap-
proach used to analyse the cases considered.

-Th us, regarding the fi rst aspect, the principle of free and informed consent by the 
person concerned has been recognised explicitly in connection with medical experi-
ments. It is also known that, to the extent that everyone’s right to life also applies to 
the foetus, this protection is not absolute.

Moreover, while the case-law does not yet directly provide a solution to all problems 
connected with the life sciences, guidelines may be identifi ed. Th ey are based, on 
the one hand, on the defi nition of certain concepts - inhumane treatment, private 
life or interference - to which reference can clearly be made for the purpose of clari-
fying our discussion.

On the other hand, some "case-law policies", such as the recognition that, in certain 
circumstances, the State has positive obligations and the importance given to a real-
istic approach towards family ties, are likely to create a move towards the develop-
ment of the Convention, the more so because the development of the legal and 
moral environment is also taken into account as the case-law develops.

Th erefore not too much should be expected from strengthening existing rights in 
the Convention, but some aspects of the Convention favour a development of cer-
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tain rights. It is up to the Convention organs of control to determine the outline of 
these on a case-by-case basis, while distinguishing what is simply a new application 
of a positive right from the start of new rights.

- New instruments specifi c to the biomedical fi eld

Within the Council of Europe, after the Parliamentary Assembly called for it, this 
task was mandated in 1993 to the steering committee on bioethics. Th e committee, 
which is a multidisciplinary committee, was however mandated with a regulatory 
objective: to propose principles that could be applied to regulate the diff erent fi elds 
concerned with bioethics.

• - It spent a 7 year period in drafting recommendations, which although not 
binding, were accepted by Member States to implement and guide their do-
mestic rules. 
Genetics, human research, prenatal diagnosis, medical data and privacy, end of 
life, reproductive technologies and embryo research were the areas for which 
the Committee produced important works. Except the last two fi elds, all its 
recommendations were adopted by the Committee of Ministers and we can 
hope they have progressively inspired the diff erent national legislations.

• - However, as all the scientifi c areas were not covered and as it became impor-
tant to set up a link between the above recommendations and the European 
Convention of Human Rights, the Committee was entrusted in 1990 to pre-
pare a draft European convention on biomedicine. 
Th is instrument is a framework convention which means that it gathers in one 
text a set of fundamental principles that should be applied to all biomedical 
technologies: respect of human dignity, free informed consent, protection of 
the vulnerable, equal access to services, protection of medical privacy, ban on 
germ line gene therapy, right to be compensated from damages due to medical 
or scientifi c activities...Th is clearly shows the bridge existing between Human 
Rights and biomedical issues. 
But to enforce the above mentioned principles, it was also agreed that annexed 
protocols to the Convention with detailed provisions for each technology 
would be elaborated. At present four protocols have been adopted (human 
cloning, biomedical research, organ transplants and genetics).Th is methodolo-
gy is very fl exible because it allows to add a new protocol each time it appears 
necessary. And in the meantime, it is always possible, if there is no specifi c 
protocol, to refer to the general principles encapsulated in the text of the Con-
vention itself. 
If such a methodology can permit reaching some kind of consensus on sub-
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stantial issues - although confl icts of views are still existing and important - it 
raises more diffi  culties when the question of a following up procedure is rais-
ing. In fact, the Members States rejected the idea to have the Court of Human 
Rights as direct judiciary recourse but they also refused to create any ad hoc 
body to follow the implementation of the Convention. But as the convention 
is binding for member States, it may be used as a reference in court to support 
the recognition of new rights and to solve individual cases.

Conclusion 

Bioethics is not only the ethics of life; it is the ethics of society

I believe that as responsible persons, we exercise our own autonomy but we also 
share with our co-citizens a common duty towards the community.

Consequently, we have to fi nd the appropriate rules to regulate confl icts of interests 
but also to promote a common interest which should rely on the respect of human 
dignity, personal rights as well as social solidarity.

Th erefore, the policy approach to bioethics is less diffi  cult that it could appear. We do 
not need new values, new rules to govern those issues because there is no reason not 
to use the existing rules which govern democratic society. But I agree that they are 
still major diffi  culties in implementing those principles to the diff erent technological 
fi elds. It will take time and will imply respect for the diversity of cultures and opin-
ions. However, it should not lead to forgetting the political will to promote an open 
and non-authoritarian European legislative framework for biomedical sciences.


