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FOREWORD

The 10" anniversary of entering into force of the Con-
vention on Human Rights and Biomedicine (Oviedo;
1997) that is remembered in 2009 offers an opportune
moment for a deeper reflection on the impact the Con-
vention and its Additional Protocols have had on the hu-
man rights and biomedical legislation and on good prac-
tices in Europe (and beyond) - and also on the possible
ways forward with regard to its/their ratification/s and
implementation.

In promoting and supporting such reflection with regard
to and within the countries of Central and Eastern Eu-
rope, the Secretariat of the Steering Committee on Bio-
ethics (CDBI) of the Council of Europe, in collaboration
with the Slovak Ministry of Health, Slovak Medical Asso-
ciation and the Institute of Medical Ethics and Bioethics
n. f. in Bratislava, organised The International Bioethics
Conference - “Oviedo Convention in Central and Eastern
European Countries”, the regional conference under the
program DEBRA, which took place on September 24 -
25,2009, in Bratislava (details at www. bioethics.sk).

This volume of proceedings contains edited manuscripts
of the addresses, papers and country reports presented
at the meeting, supplemented with a brief overview of
the most important issues tackled and conclusions rea-
ched during those two interesting and intensive working
days in Bratislava. They were marked by constructive dis-
cussion, sharing of experience and factual information,
as well as by the kind personal contributions of all parti-
cipants towards the unique atmosphere of mutual under-
standing, respect and friendship.

The editor is greatly indebted to the authors of papers
contained in this volume for the collegial understanding
and collaboration, especially for providing their manu-
scripts, with all required changes and additions, in the
shortest possible time span and with a ‘friendly hug’. We
hope the readers find the information and ideas provi-
ded interesting and useful.

Dr. Jozef Glasa

October 27, 2009 Director, IMEB n. f.
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HONORARY ADDRESSES

ADDRESS OF MR. RICHARD RASI,
MINISTER OF HEALTH
OF THE SLOVAK REPUBLIC

Mr. Chairman, Ladies and Gentlemen,

let me cordially greet and welcome you in the capital of
the Slovak Republic. I am glad that our country has be-
come a place for such a significant meeting and I have no
doubt that the conference will bring many inspiring
ideas.

The bioethics issue increasingly resonates and with its
impact belongs to the current challenges which have to
be handled. However, just at this meeting you will dis-
cuss the International Convention on Human Rights and
Biomedicine and in the conclusions of the conference
will certainly dominate the value of contribution of In-
ternational Convention and its Additional Protocols,
their application in practice of the Council of Europe
member countries in Central and Eastern European re-
gion. The importance of the Bratislava’ conference is also
in that, that its results will be presented at the European
Conference of the Council of Europe in Strasbourg in No-
vember, and it will be one of the major activities on the
occasion of 60" anniversary of the Council of Europe.

Let me at this forum point out that the Slovak Republic
was among the first signatory and ratifying countries of
the International Convention on Human Rights and Bio-
medicine and number of its protocols. Today we can
state that the text of the Convention is applied in the for-
mulation and amendment of legislation in our respective
fields and the Slovak Republic was the beneficiary of
know-how in several international conferences and semi-
nars organized by the Council of Europe in Bratislava
with the support of DEBRA program.

Currently, the activities of the Steering Committee for
Bioethics focus on technical assistance to particular
countries, especially in Central, Eastern or Southeastern
Europe in the implementation of effective legislative
texts in practice, and Slovakia is already a country, which
in regard of the reached development stage and EU mem-
bership can not be any longer a direct receiver of the
support in the scope of DEBRA program. Now Slovakia
itself may participate on these major activities of the
Council of Europe.

Resolving of the ethical dilemmas and their application
in practical solutions to everyday biomedicine often re-
quires appropriate legislative action, which is wider pro-
fessional and political debate. There is the Ethical Com-
mittee working by the Ministry of Health, and we consi-
der its position as an extremely important and its mis-
sion as irreplaceable.

Health is everyone's most personal ownership and the
center of society-wide interest, even beyond the fron-
tiers. In the context of biomedicine and bioethics issues
for all of us is the subject of intense reflection accompa-
nied by a sense of responsibility for further develop-
ment. Our unity in this direction will be important and
Slovakia is ready to support it. Because health is the same
value from the point of view of the Slovakia, European
Union or the global world and we all know very well that
its price can not be financially quantified.

Ladies and gentlemen, let me express my thanks for orga-
nizing this meeting, which I see as a serious search for
answers to important societal challenges. It is also a suit-

able platform that contributes to the European harmo-
nization of views on ethical issues. Allow me to wish you
a successful negotiation process and inventive atmos-
phere. I believe that the conference will establish an
opportunity to make new contacts and the creative dis-
cussions.

ADDRESS OF MS. AYSEGUL ELVERIS
COUNCIL OF EUROPE

Minister, Deputy Ministers,
Members of the Honorary Presidium,
Dear Participants,

As the representative of the Council of Europe, it is an
honour and a great pleasure to welcome you to this In-
ternational Bioethics Conference on Oviedo Convention
in Central and Eastern European Countries.

First of all, I would like to express my gratitude to Mr.
Richard Rasi, the Minister of Health of Slovak Republic
who appreciated the importance of this event and who
kindly provided this excellent Congress Centre for us to
hold the Conference.

I would also like to associate to my thanks the Slovak Me-
dical Association as well as the Institute of Medical Ethics
and Bioethics, and in particular Prof. Jozef Glasa, for
their very efficient collaboration on the organization of
the Conference.

In the history of Bioethics, the Oviedo Convention repre-
sents a remarkable accomplishment since it is the first
and - as to date - the only legally binding instrument ela-
borated in this field. But this is certainly not its only
asset. The Convention is also the first international instru-
ment placing Human Rights right into the heart of dis-
cussions around the application of biology and medicine.
This probably explains why it became over the years a
reference not only at the national level but also at the in-
ternational level. I also believe that the Convention’s im-
pact on domestic laws and practices of States that have
ratified it, as well as those that have not ratified it, proves
its significance.

In that connection, I would like to recall that next month
we will be celebrating the 10" anniversary of the entry
into force of the Convention. To hold this conference in
Bratislava is almost symbolic in that sense, since Slovakia
was the first country to ratify the Convention (15 January
1998), in other words, the first country to contribute to
its entry in force. Likewise Slovakia was also the first
country to ratify the additional Protocol on the prohibi-
tion of cloning human beings as well as the additional
Protocol on biomedical research.

This conference is organized by the Council of Europe
within the framework of its cooperation activities. These
cooperation activities aim to inform about the principles
laid down by the Council of Europe legal instruments as
well as to identify and understand the difficulties en-
countered by national authorities when they implement
these principles. This “close-up” approach facilitates the
implementation of relevant principles and contributes to
the development of harmonized legislation and practices
in the Member States.

That brings me to the topic of this Conference. For the
next two days, we will be focusing on the impact of the
Convention in your respective countries, on the difficul-
ties encountered by the countries that have not yet rati-
fied the Convention, and on the future challenges that
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it’s facing. This will give us an overview of the situation
in central and Eastern Europe. For this reason, I am loo-
king forward to the presentations of the speakers and the
country representatives.

I am also confident that the discussions which will take
place during the different round tables will be extremely
rewarding and the final report of this Conference, which
will be presented by Prof. Glasa on the occasion of the
10™ anniversary of the entry into force of the Conven-
tion will be of great relevance.

Before I hand over to Mr. Fronczak, the Deputy Minister
of Health of Poland, I wish you all a very fruitful confe-
rence and want to say once more on behalf of the Coun-
cil of Europe: “Vd'aka nasSim hostitelom a vitajte!”

INVITED PAPERS

ADRRESS OF MR. ADAM FRONCZAK,
SECRETARY OF STATE,
MINISTRY OF HEALTH, POLAND

Dear Minister,
Ladies and Gentlemen,

I would like to congratulate sincerely the initiators and
hosts of this conference, the Secretary General of the
Council of Europe, the Slovak Medical Association and
the Institute of Medical Ethics and Bioethics on their
efforts put into organising this event.

I would also like to thank Minister Rasi for taking this
event under the auspices of the Ministry of Health of the
Republic of Slovakia. I would also like to express my gra-
titude to the organisers for inviting me to join in the dis-
cussions in such an outstanding professional circle.

The topics of this meeting are important and difficult, as
are the matters regulated by the Oviedo Convention.
Today, we have a unique opportunity to jointly discuss
the most important problems and dilemmas that the
countries of our region are facing as a result of the ever
increasing pace of the medical technology development.
Though often stimulated by lofty ideas of science or simp-
ly by free market mechanisms, this development, very
often, loses sight of the most important issue: that any
advancement of science or technology should primarily
serve the people. This is why we cannot ignore the ethi-
cal, legal, and social implications of the use of the latest
medical developments.

These problems and dilemmas are so significant that
many member States of the Council of Europe have not
signed or ratified the Convention so far. This meeting
provides a great opportunity for us to share our expe-
riences of both legal and practical solutions to these
issues, as well as to discuss the problems that many coun-
tries are still facing.

Ladies and Gentlemen, I hope that we are going to have
an interesting and fruitful discussion, which will help to
accelerate the adjustment process of national legislation
to the standards set up by the Oviedo Convention.

OVIEDO CONVENTION AND ITS
PROTOCOLS - ETHICAL AND LEGAL
REFLECTION ON BIOMEDICINE
IN EUROPE

Aysegiil Elveris

Bioethics Division, Health and Bioethics Department,
Directorate General of Social Cohesion, Council of Europe,
Strasbourg

The Convention on Human Rights and Biomedicine is
the first international instrument that addresses the lin-
kage between human rights and biomedicine. The motiva-
tion behind the Convention was in fact provided by the
spectacular progress achieved in biology and medicine.
Without any doubt, this progress was - and still is - the
source of great achievements in matters of health. How-
ever, it also raised and continues to raise concerns about
the respect of fundamental values concerning human
rights and human dignity.

Aware of these potentially negative aspects of the prog-
ress in the field of biomedicine, the then Secretary Gene-
ral of the Council of Europe, Mrs Catherine Lalumiére,
proposed in June 1990 the elaboration of a Convention
on Bioethics on the occasion of the 17" Conference of
the European Ministers of Justice. Following the appro-
val of this proposal, the Committee of Ministers instruc-
ted the Ad hoc Committee of Experts on Bioethics (which
later has been replaced by the Steering Committee on
Bioethics - CDBI) to prepare “a framework convention
setting out common general standards for the protection
of the human person in the context of the biomedical
sciences”. The Convention was to be complemented by
Protocols on specific aspects. In July 1994, the first draft
of the Convention was opened for public consultation.
The CDBI presented the final draft in June 1996. After
approval by the Parliamentary Assembly, the Convention
was finally adopted by the Committee of Ministers on 19
November 1996 and opened for signature in Oviedo,
Spain, on 4 April 1997. To date, it has been signed by 34
countries and ratified by 23 of them.

In structural terms, the Convention is a framework in-
strument: i.e. it limits itself to setting out the fundamen-
tal principles for the protection of human rights and
human dignity in the areas concerning the application of
biology and medicine, and leaves detailed rules on speci-
fic aspects for Additional Protocols.

Before I elaborate on the provisions of the Convention in
more detail, I would like to recall the universally recog-
nised principles of medical ethics: autonomy, confiden-
tiality, beneficence/non-maleficence and justice. These
principles are all based on the broader notion of human
dignity and they are all addressed in the Convention in
several provisions.

In that context, the first point to underline is the force
with which the Convention defends human dignity.
Right from the opening articles the Convention points
out that its aim is to protect the dignity and identity of all
human beings and guarantee everyone, without discrimi-
nation, respect for their integrity and other rights and
fundamental freedoms with regard to the application of
biology and medicine. As the direct corollary of the idea
of human dignity, Article 2 points out that the interest
and welfare of the human being shall prevail over the
sole interest of society or science. The importance atta-
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ched to human dignity is also reflected in Article 11,
which prohibits discrimination based on genetic heri-
tage. This article extends the prohibition of discrimina-
tion contained in Article 14 of the European Convention
on Human Rights (ECHR), adding a new prohibition on
discrimination on the ground of genetic heritage.

The principle of justice find its translation in Article 3 of
the Convention. Article 3 address the issue of equal access
to healthcare; in that connection it should be underlined
that this article is not formulated as an individual right but
in the form of a best efforts obligation imposed on States.
The principle of beneficence and non-maleficence is the
basis for Article 4 which addresses the obligation for health
professionals to act according to professional standards.

As to the autonomy and confidentiality principles, they
find their concrete applications in Chapters II and III of
the Convention devoted to the issue of consent and the
respect of privacy respectively.

« The issue of consent has a significant place in the Con-
vention. Articles 5 to 9 establish the well-known rule
of biomedical ethics, according to which medical treat-
ment may only be carried out after a patient has been in-
formed of the purpose, nature, risks and consequen-
ces of the intervention, and has freely consented to it.
There are two exceptions to the right to decide for
oneself. Firstly Article 7 stipulates that, subject to pro-
tective conditions prescribed by law, a mental patient
may be treated without his or her consent where non-
performance would seriously endanger his or her
health. Secondly, in emergency situations (e.g. where
a patient is in coma after an accident) the doctor may
adopt all treatment measures needed for the good of
the patient, even without his consent (Article 8).

e Article 10 § 1 deals with the right to privacy regar-
ding health information and constitutes the transla-
tion of the ethical principle of confidentiality into
legal language and a specific application of the more
general right to privacy set out in Article 8 of the
ECHR. According to Article 10 § 2 two other rights
derive from the right to privacy: the right to be infor-
med (right to know) and the right not to be informed
(right not to know) about one’s health condition. The
right to be informed about one’s health status is a natu-
ral consequence of the full recognition of the patient
as a person, i.e. as an autonomous being. Similarly the
right not to be informed is likewise an expression of
autonomy, of the legitimate desire of a person not to
receive potentially harmful information about his or
her health status, especially when there are no treat-
ment or preventive measures available.

The following chapters of the Convention identify a num-
ber of principles applicable to the new biomedical tech-
niques.

o Chapter IV addresses the issue of human genome:

Article 12 allows for genetic testing to predict genetic
diseases only if the tests are conducted for health purpo-
ses or as a part of a related scientific programme. In both
cases, the person concerned must give his or her consent
and must be offered appropriate genetic counselling. In
accordance with Article 13, interventions to modify the hu-
man genome can only be undertaken if two conditions
are met: firstly, they must be conducted for preventive,
diagnostic or therapeutic purposes. Secondly, no modifi-
cation may be introduced that may affect offspring.
Chapter IV on the human genome closes with a prohibi-
tion on the use of assisted fertilisation techniques to
choose the sex of the future child, the sole exception
being the avoidance of serious sex-related heredity diseases.

¢ Chapter V lays down general rules on biomedical
research:

The principle of freedom of research is expressed in Ar-
ticle 15. Article 16 determines the conditions for research
on human beings: research subjects should give their free,
explicit and informed consent; no alternative comparab-
le effect may exist (for example animal research), and
the risk for the research subject should not be dispropor-
tionate to the potential benefit of the research. More-
over, the research project should be approved by an in-
dependent body which shall assess its scientific merits
and its ethical acceptability. Article 18 provides that, in
case research on embryos in vitro is allowed by law, ade-
quate protection of the embryo must be guaranteed; the
creation of human embryos for research purposes is pro-
hibited.

e Chapter VI sets up the conditions for organ and tissue
donation by living donors for the purpose of trans-
plantation:

Accordingly, the removal of organs or tissue from a living
person for the purpose of transplantation may only be
carried out for the therapeutic benefit of the recipient
and where there is no suitable organ or tissue available
from a deceased person and no alternative therapeutic
method of comparable effectiveness. Specific and ex-
press consent in written form or before an official body
is necessary prior to any intervention in that context.

For both biomedical research and organs transplantation,
specific attention is addressed to protection of persons
not able to consent (Articles 17 and 20).

As already mentioned, the Oviedo Convention is a frame-
work convention. It contains general principles, which
are intended to be developed by means of additional pro-
tocols, each dealing with a separate sphere of biomedical
field. To date, four additional protocols have been ope-
ned for signature: One concerning the prohibition of the
cloning of human beings (1998), one on the transplanta-
tion of organs and tissues of human origin (2002), one
on biomedical research (2005) and one on genetic tes-
ting for health purposes (2008). The Convention and its
Additional Protocols form their own convention system,
meaning that a state may only sign or ratify a Protocol, if
it has already signed or ratified the Convention.

Additional Protocol on the Prohibition

of Cloning Human Beings
(Entry into force 1 March 2001)

The issue of human cloning was not considered when
the Oviedo Convention was elaborated. In fact, the final
version of the Convention was adopted in November
1996, a few months before the announcement of the
birth of Dolly, the first cloned mammal. This is why the
Council of Europe decided in 1998 to address the issue
through an additional protocol specifically devoted to
this topic. The Protocol prohibits any intervention hav-
ing the aim of creating a human being genetically identi-
cal to another human being, whether alive or dead, irre-
spective of the technique used.

Additional Protocol concerning Transplantation

of Organs and Tissues of Human Origin
(Entry into force 1 May 2006)

The protocol was opened for signature in January 2002.
It stresses that the removal and transplantation of organs
must take place in a well-structured system facilitating
equitable access by patients to transplantation, in accor-
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dance with clearly defined qualitative and ethical stan-
dards. The Protocol explains that no organs may be re-
moved from the dead body of a person who would have
opposed such removal while alive. Since organ donation
must remain a literal donation, both for moral reasons
and in order to prevent any sale or traffic, there is an ab-
solute ban on profits or payments linked to the organ
itself, with the obvious exception of the expenses arising
out of the medical and technical acts performed in con-
nection with the transplantation.

The protocol also tackles the problem of removing or-
gans and tissues from living persons. In that case, organ
removal can only be authorised for therapeutic purposes,
and on the condition that the donor has close personal
relations with the recipient, but also under the condition
that the donor has clearly consented to the donation and
the latter has no adverse implications for the donor’s
own health.

Additional Protocol concerning Biomedical Research
(Entry into force 1 September 2007)

The protocol specifies in detail the rules already estab-
lished by the Convention, such as the consent of the per-
sons taking part in a research operation and also their
medical and legal protection. Any research project invol-
ving intervention on individuals must be examined by an
independent ethical committee before research is car-
ried out.

The protocol defines the conditions to be fulfilled where
research involves persons incapable of expressing con-
sent, or specific population groups such as prisoners or
expectant/nursing mothers.

The protocol deal also with the research conducted in
the States, which are not parties to the protocol, and pro-
tects the population of countries with emerging and de-
veloping economies against ethically unacceptable re-
search (Article 29).

Additional Protocol concerning Genetic Testing

for Health Purposes
(Opened for signature 27 November 2008)

The protocol stresses that appropriate quality of genetic
services must be ensured, and details the rules related to
genetic counselling, which should be offered prior to
any predictive genetic testing. Given the sensitive nature
of the information collected via genetic testing, the pro-
tocol recalls the importance of the respect for private li-
fe. It also establishes the rules that should be followed in
case of genetic screening programs for health purposes.

Conclusion

The Oviedo Convention on Human Rights and Biomedi-
cine was assigned two main tasks. Firstly, it was expected
to lay down the ethical and legal principles that apply to
any medical act and, secondly, to identify a number of prin-
ciples that could be applied to the new biomedical tech-
niques.

The impact of the Convention regarding the first task can
be demonstrated by the legislative changes made by ma-
ny countries in different parts of Europe since its negotia-
tion. The principles established by the Convention have
also had an influence on the drafting of certain other
international documents with universal scope such as
UNESCO’s Universal Declaration on Bioethics and Hu-
man Rights.

Regarding the second task, the Convention and its Addi-
tional Protocols have yielded tangible results where it

comes to laying down the rules for the protection of pa-
tients in the areas of medical research, the transplanta-
tion of organs and tissue as well as even genetics, despite
the highly changing nature of this field.

However, some issues remain challenging. That is one of
the reasons why some countries still encounter difficul-
ties in ratifying the Convention.
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THE OVIEDO CONVENTION
FROM THE PERSPECTIVE
OF DG RESEARCH

Lino Paula

European Commission, DG Research, Governance
and Ethics Unit, Brussels, Belgium*

The impact of the Oviedo Convention
on EU legislation

When assessing the impact of the Convention on Human
Rights and Bio-medicine - commonly known as the
'Oviedo Convention' - on EU legislation, it is important
to note that the Council of Europe (CoE) and the Euro-
pean Union (EU) are distinct international organisations.
The CoE has as members all EU Member States but also
members that are not EU Member States, including a
number of states from the easternmost part of Europe,
such as Azerbaijan, Armenia and most importantly Russia.

In particular, it is important to note that the legal instru-
ments of the two organisations take effect independently
of each other. CoE Conventions as such are, therefore, not
binding foundations for EU legislation. Furthermore, EU
legislation takes effect in all EU Member States, whereas
CoE conventions, such as the Oviedo Convention, only
take effect in those Members States that have signed and
ratified the respective Conventions and Protocols.

However, in EU Member States the conventions of the
CoE can be applied via EU legislation in which reference
is made to CoE Conventions. Examples of such EU legis-
lation are Directive 98/79/EC on in vitro diagnostic medi-
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cal devices [1], Directive 2004/23/EC [2] on setting stan-
dards of quality and safety for the donation, procurement
etc. of human tissues and cells and Regulation (EC) No
1394/2007 [3] on advanced therapy medicinal products.
For example, article 1.4 of Directive 98/79/EC states:

"For the purposes of this Directive, the removal, col-
lection and use of tissues, cells and substances of
human origin shall be governed, in relation to ethics,
by the principles laid down in the Convention of the
Council of Europe for the protection of human rights
and dignity of the human being with regard to the
application of biology and medicine and by any
Member States regulations on this matter."

Reference to the Oviedo convention is also made in EU
legislation pertaining to the current Seventh Framework
Programme for Research (FP7, 2007-2013), which is the
EU's main instrument for funding research in Europe and
also is the single largest research funding programme in
Europe. Article 6 of the Decision n°1982/2006/EC [4],
which decision adopt the Seventh Framework Program-
me, states that: "All the research activities carried out un-
der the Seventh Framework Programme must be carried
out in compliance with fundamental ethical principles."

The various EU Council Decisions pertaining to the Spe-
cific Programmes implementing FP7, describe these
principles further in their Annexes. The description ex-
plicitly stipulates respect for the principles addressed in
the Oviedo Convention and its Additional Protocols. The
description is as follows (emphasis added) [5]:

"During the implementation of this Specific Prog-
ramme and in the research activities arising from it,
fundamental ethical principles are to be respected.
These include, inter alia, the principles reflected in
the Charter of Fundamental Rights of the EU, inclu-
ding the following: protection of human dignity and
human life, protection of personal data and privacy,
as well as of animals and the environment in accor-
dance with Community law and relevant internatio-
nal conventions, guidelines and codes of conduct, such
as the Helsinki Declaration, the Convention of the
Council of Europe on Human Rights and Biomedicine
signed in Oviedo on 4 April 1997 and its Additional
Protocols, the UN Convention on the Rights of the
Child, the Universal Declaration on the human ge-
nome and human rights adopted by UNESCO, UN
Biological and Toxin Weapons Convention (BTWC),
International Treaty on Plant Genetic Resources for
Food and Agriculture, and the relevant World Health
Organisation (WHO) resolutions."

In this description explicit reference is also made to the
principle of subsidiarity, meaning that researchers must
conform to current legislation, regulations and ethical
rules in the countries where the research will be carried
out, including seeking approval of the relevant national
or local ethics committees prior to the start of the RTD
activities:

"In compliance with the principle of subsidiarity and
the diversity of approaches existing in Europe, parti-
cipants in research projects must conform to current
legislation, regulations and ethical rules in the count-
ries where the research will be carried out. In any
case, national provisions apply and no research for-
bidden in any given Mem-ber State or other country
will be supported by Commu-nity funding to be car-
ried out in that Member State or country.

Where appropriate, those carrying out research pro-
jects must seek the approval of the relevant national
or local ethics committees prior to the start of the
RTD activities. An ethical review will also be imple-

mented systematically by the Commission for propo-
sals dealing with ethically sensitive issues or where
ethical aspects have not been adequately addressed.
In specific cases an ethical review may take place du-
ring the implementation of a project."

In summary, therefore, research funded by the EU must
always be carried out in compliance with the provisions
of the Oviedo convention [6]. In addition, other relevant
EU legislation refers directly to the Oviedo convention.
Thus, it is clear that the Oviedo Convention has had a
concrete and significant impact on EU policies - and ip-
se facto on EU Member States - even on those EU Mem-
ber States that have not "“nationally™ ratified the Oviedo
Convention.

Future Challenges

As globalisation continues to take hold, research is also
more and more becoming an international endeavour,
with research teams throughout the world working to-
gether in complex networks on complex research ques-
tions. DG research of the European Commission also funds
such international collaborative projects via FP7 - such
projects of course include non-European countries that,
therefore, have not ratified the Oviedo Convention or EU
legislation. Moreover, such countries may actually have
laws and regulations that are in conflict with the princi-
ples and provisions found in the Oviedo convention and
EU legislation. The Commission’s policy is that for re-
search projects that are funded via FP7 and where part of
the research is carried out in (non-EU) partner countries,
also those parts being carried out outside the EU should
adhere to the rules and regulations that govern FP7 pro-
jects. A similar provision is included in the Additional
Protocol on Biomedical Research to the Oviedo Conven-
tion, whose article 29 reads:

“Sponsors or researchers within the jurisdiction of a
Party to this Protocol that plan to undertake or direct
a research project in a State not party to this Protocol
shall ensure that, without prejudice to the provisions
applicable in that State, the research project complies
with the principles on which the provisions of this
Protocol are based. Where necessary, the Party shall
take appropriate measures to that end.”

Clearly, upholding such compliance, especially in count-
ries where research surveillance - and research ethics
review infrastructures in particular - are fragile, remains
a significant challenge for the future.

Equally challenging is the pace and complexity of cur-
rent research. Scientific knowledge and publishing is still
expanding exponentially and targeting new, multidisci-
plinary fields of research that transcend the traditional
boundaries of scientific disciplines. Nanotechnology,
biotechnology, information technology and the cognitive
sciences are all inherently complex fields - both in terms
of scientific and societal impact. - and that raise nume-
rous thorny ethical issues. Moreover, these new fields give
rise to even further ~convergence” of science and tech-
nology; for example in a new field like synthetic biology,
where nano, bio, info science and technology converge.
Such new fields of science and technology are so comp-
lex and rapidly ‘moving targets’ that they are both hard
to confine and define - in particular also legally. It is
clearly a challenge to timely and adequately regulate such
rapid and complex developments via CoE Conventions
and Additional Protocols or EU Regulations and Directi-
ves. Such international legislation normally takes years to
be agreed upon by the Member States, let alone to be
implemented or, later, amended. Obviously, this is a chal-
lenge that has to be met as best as possible, which the
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Oviedo Convention sets out to do, as it establishes funda-
mental principles applicable not only to daily medicine
but as well to new technologies in the fields of biology
and medicine. However, the Oviedo Convention itself al-
so underscores the importance of complementing the
legal approach with public dialogue. Article 28 of the
Oviedo convention reads:

“Parties to this Convention shall see to it that the fun-
damental questions raised by the developments of
biology and medicine are the subject of appropriate
public discussion in the light, in particular, of rele-
vant medical, social, economic, ethical and legal
implications, and that their possible application is
made the subject of appropriate consultation.”

The European Commission, and DG research in particu-
lar, supports numerous activities that encourage Europe-
wide reflection and debate on science and technology
and their relation with society and culture. Under FP7, it
implements the ~Science in Society” programme via a
mix of initiatives that includes stimulating public dia-
logue about the ethical, legal and social aspects of scien-
ce and technology, engaging all stakeholders at an early
stage. [7]

Besides public dialogue, the legal approach can also be
effectively supported by "soft law™ instruments such as
codes of conduct, Opinions of National Ethics Commit-
tees and exchange and coordination of best practise bet-
ween Member States. The European Commission also ini-
tiates and supports such activities, and has for example
published a Recommendation for a code of conduct for
nanotechnology, [8] initiated a platform for exchange of
information and best practise between national ethics
councils (Forum of National Ethics Councils) [9] and es-
tablished the European Group on Ethics in Science and
New Technologies, which issues Opinions to the Euro-
pean Commission in connection with the preparation
and implementation of EU legislation or policies. [10] In
this regard, the activities of the Council of Europe and
the European Union are mutually complimentary as well
as reinforcing, and enabling Europe to reap the benefits
of science and technology in a responsible, ethically
sound way. The Oviedo Convention has proved to be a
key pillar in this endeavour.
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Introduction

This short contribution is divided in three parts. The first
will first provide a general overview of the legal and po-
litical stance in Western European countries as to the
Oviedo Convention and its additional protocols.

The second part will try to assess the impact of the Ovie-
do Convention and its Protocols on western European
Law. For that purpose, it will first explore whether Wes-
tern European countries who have ratified the Conven-
tion have simultaneously issued reservations. Then, it
will give a few hints as to new pieces of biomedical legis-
lation in Western Europe, taking as an example the case
of Switzerland.

The third part will sketch the role that the European
Court of Human Rights in Strasbourg might play in the
future of the Convention. Brief concluding remarks will
end the contribution.
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1. The legal stance in Western Europe

1.1 Western European countries
and the Oviedo Convention

To date, twenty-three European countries have ratified
the Convention for the protection of human rights and
dignity of the human being with regard to the applica-
tion of biology and medicine (Convention on Human
Rights and Biomedicine), that was initially adopted in
Oviedo on April 4, 1997 [1]. Among them, only eight
belong to what can be defined as Western Europe: Den-
mark, Greece, Iceland, Norway, Portugal, Spain, San Ma-
rino and Switzerland. Eleven more countries have signed
the Oviedo Convention but have not ratified it. Among
them, six from Western Europe: Finland, France, Italy,
Luxembourg, Netherlands and Sweden which all signed
the Convention on the very first day, i.e. on April 4, 1997.
These figures also mean that nine countries from Wes-
tern Europe have neither signed nor ratified the Oviedo
Convention so far: Andorra, Austria, Belgium, Germany, Ire-
land, Liechtenstein, Malta, Monaco and the United King-
dom. As long as a country does not sign the Oviedo Con-
vention, it cannot sign one of its additional protocols.

It would of course be interesting to know more precisely
why major Western European countries like France, Ger-
many, Italy and the United Kingdom, but also Austria,
Belgium and Netherlands have not ratified, or not even
signed the Oviedo Convention. But that would require a
detailed analysis of the official positions in all these count-
ries that cannot be carried out in the following few pages.

However, it is no secret that the material grounds for re-
fusing to join the Convention have been very different
for instance in Germany and in England. In Germany, the
Oviedo Convention has been widely perceived as too libe-
ral on some topics, for instance when the Convention
allows carrying biomedical research with incompetent
people, including minors (see art. 17). Even though there
is no legal discrepancy between the Oviedo Convention
and German law according to many legal writers [2],
Germany is not yet politically ready to sign the Conven-
tion. In England on the contrary, the Oviedo Convention has
been regarded as too restrictive on various points, for ins-
tance when Art. 18 para. 2 of the Convention prohibits
the creation of human embryos for research purposes.

The situation has evolved in France over the last ten
years: in 1998, the French Council of State (Conseil
d’Etat) was against ratifying the Oviedo Convention,
arguing that bioethical issues were evolving too rapidly
to join a binding international agreement on the topic
[3]. On April 9, 2009, the same Council of State adopted
a new report in which it clearly states that he now fa-
vours a quick ratification by France of the Oviedo Conven-
tion [4]. At least two points explain the new stance of the
Council of State: first of all, the legal developments in Fran-
ce since the passing of the so-called “lois de bioéthique”
(for me, a contradiction in terms!) in 1994 has not shown
any significant discrepancy with the Oviedo Convention; se-
condly, the role of the Oviedo Convention and its additio-
nal Protocols should be reinforced “to fight against the
risk of ‘ethical deflation’ at the international level’ [5].

1.2 Western European countries
and the Additional Protocols

So far, four additional Protocols to the Oviedo Conven-
tion (as provided for in its article 31) have been adopted
under the aegis of the Council of Europe. The first Pro-
tocol on the prohibition of cloning human beings [6]
was opened for signature in Paris on January 12, 1998
and immediately signed by nineteen countries (it was in

the aftermath of the Dolly story that shook public opi-
nion throughout Europe). To date, the Protocol has been
ratified by eighteen countries (it came into force on
March 1, 2001) and signed by thirteen others. Five count-
ries from Western Europe have ratified this Protocol:
Greece, Iceland, Portugal, Spain and Switzerland. Nine
countries have merely signed it: Denmark, Finland,
France, Italy, Luxembourg, Netherlands, Norway, San Ma-
rino and Sweden.

The second additional Protocol was opened for signature
in Strasbourg on January 24, 2002 and immediately sig-
ned by five countries. It deals with transplantation of
organs and tissues of human origin [7]. This Protocol has
been ratified by nine countries (it came into force on
May 1, 2006) and signed by eleven others. Iceland is the
only Western European country that has so far ratified
the Protocol concerning transplantation of organs and
tissues of human origin. Out of the 20 countries that ha-
ve signed the Protocol, eight belong to Western Europe:
Finland, Greece, Italy, Luxembourg, Netherlands, Portu-
gal, Spain and Switzerland. In September 2008, the Swiss
Government invited the federal Parliament to approve
the Protocol [8]. On June 12, the Swiss Parliament actual-
ly approved it [9] but made three reservations because
the Federal Act on organ transplantation is more liberal
on three counts [10]. The Swiss Government is about to
ratify formally the Protocol.

The third additional Protocol was opened for signature
in Strasbourg on January 25, 2005 and immediately sig-
ned by nine countries. It deals with biomedical research
[11]. The Protocol has been ratified by five countries and
came into force on September 1, 2007; it has been signed
so far by sixteen additional countries. No Western Euro-
pean country has ratified this protocol so far. Out of the
21 countries that signed the Protocol, only seven belong
to Western Europe: Denmark, Greece, Iceland, Italy, Lu-
xembourg, Portugal and Sweden.

The fourth additional protocol was opened for signature
in Strasbourg on November 27, 2008 and immediately sig-
ned by three countries. It deals with genetic testing for
health purposes [12]. This Protocol has so far been rati-
fied by just one country (Slovenia; ratification of Septem-
ber 3, 2009) and couldn’t therefore come into force (five
ratifications are needed). The Protocol has been signed
by four additional countries, among them three from
Western Europe (Finland, Iceland and Luxembourg) and
one from Eastern Europe (Moldova).

2. The impact of the Oviedo Convention
in Western Europe

2.1 Can such an impact be assessed?

To assess in only a few pages the impact of the Oviedo
Convention and its additional Protocols on legislation in
Western Europe is an impossible task. It is extremely dif-
ficult indeed for an outside observer to ascertain whether
a new piece of national legislation was actually influ-
enced by the Oviedo Convention. It is even more diffi-
cult to assess with more details on which counts and to
what extent national legislation was influenced by the
Oviedo convention. What we know for sure is that any
national law passed in a country that previously ratified
the Oviedo Convention must be compatible with the
Convention. We, therefore, can make a general presump-
tion that the Oviedo Convention and its Protocols influ-
enced national laws passed in a country that had previ-
ously ratified the Convention.

Due to space constraints and to the impossibility to draw
any firm conclusions, I decided to limit my analysis to a

10

ME&B 16 (Suppl. 1) 2009



few countries which have ratified the Convention (Den-
mark, Greece, Norway, Spain and especially my own
country, Switzerland) and to focus on two main issues:

The content of reservations as well as of declarations
made by Western European countries to the Oviedo

- Convention and its Protocols. It is an interesting point
because it actually gives an idea of the extent to which
national law is, or is not, deemed compatible with the
Convention. It may also provide hints of possible
changes to bring to the Oviedo Convention or its Pro-
tocols in the future.

National laws which have been adopted in relation-
ship to the process of ratifying the Oviedo Conven-
- tion. By passing a law which content is made compatib-
le with the Oviedo Convention, a country shows that it
takes its international duties seriously and that it ad-
heres to the substantial principles of the Convention.

2.2 The content of reservations made by Western
European countries

Among the eight Western countries which have ratified
the Convention so far, three have issued reservations:
Denmark, Norway and Switzerland [13].

Denmark formulated one reservation pertaining to arti-
cle 10 paragraph 2 (right to information of registered
persons) because “Danish legislation on registers pro-
vides that health information may be exempted from the
registered person’s right to information” and also be-
cause no access is granted to material provided “for the
preparation of public statistics or scientific studies” [14].

Denmark made a second reservation regarding article 20
paragraph 2, concerning the removal of regenerative tis-
sue from a minor. Danish law exceptionally allows such
removal not only for a brother or sister (as provided for
in the Oviedo Convention) but also for his or her mother
or father [15].

Norway made a similar reservation about article 20 para-
graph 2 since Norwegian law allows the removal of regene-
rative tissue from a minor where the recipient is a child
or parent of the donor or even in special cases, a close
relative of the donor.

Switzerland made the same reservation as Denmark to ar-
ticle 20 paragraph 2. The Swiss Act on organ transplanta-
tion from October 8, 2004 allows the removal of regene-
rative tissues or cells from a minor when the recipient is
his or her mother or father.

Switzerland also made a reservation pertaining to articles
19 and 20 of the Convention, because the Swiss Act of
organ transplantation [16] does not expressly state the
principle of subsidiarity of a removal on a living donor
(i.e. subsidiarity with respect to removal on a dead do-
nor).

Finally, Switzerland made a third reservation about artic-
le 6 sub-paragraph 3 which requires, when the patient
does not have the capacity to consent, “the authorization
of his or her representative or an authority or a person or
body provided for by law”. A number of cantonal laws
indeed grant to the physician the power to make deci-
sions for incompetent patients who do not have a repre-
sentative. This reservation is merely temporary, until the
entry into force of the reform of the Swiss civil code
passed by Parliament on December 19, 2008 [17].

Overall, the small number of reservations made to the
Oviedo Convention indicates the generally good accep-
tance of the content of the Oviedo Convention by the
countries which decided to ratify it. But one might also
think that countries which previously possessed national

laws quite similar to the Oviedo Convention were most
likely to ratify the Convention and didn’t need to make
any reservation.

As to the material content of the reservations, I would
like to emphasize that four out of six countries formula-
ting a reservation to the Oviedo Convention made it on
the same point [18]. The internal law of Croatia, Den-
mark, Norway and Switzerland is less restrictive than the
Oviedo Convention to the extent that it allows the remo-
val of regenerative tissue from a minor for the benefit of
his or her mother or father. Such a position, it is submit-
ted, is quite reasonable and might inspire a future amend-
ment to the Oviedo Convention.

There are too few reservations to the additional proto-
cols to draw any solid conclusion. Netherlands declared
when signing the first protocol (on the prohibition of
human cloning) that it “interprets the term ‘human being’
as referring exclusively to a human individual, i.e. a hu-
man being who has been born”.

Italy declared when signing the third protocol (on bio-
medical research) that it would not allow “that a research
which does not produce direct benetfits to the health of
the research participants be carried out on persons not
able to give their consent and on a pregnant or breast-
feeding woman”.

No reservation or declaration has been made so far in re-
lation to the second protocol (on transplantation of or-
gans and tissues of human origin) and fourth protocol
(on genetic testing for health purposes). Switzerland will
be the first exception. When approving the Protocol on
transplantation and asking the Government to ratify it,
the Swiss Parliament issued three reservations. The first
two simply mirror the already mentioned reservations
made to articles 19 and 20 of the Oviedo Convention (he-
reafter: OC). The third deals with article 10 of the Pro-
tocol allowing removal from a living donor only where
there exists a close personal relationship between the re-
cipient and the living donor or special conditions de-
fined by law, in addition to the approval of an appropria-
te independent body. The Swiss Act on organ transplan-
tation (see art. 12) does not include such requirements.

2.3 Some new pieces of national legislation
on biomedical issues

The process of ratifying the Oviedo Convention may ha-
ve encouraged several countries to adopt internal laws that
regulate more thoroughly various aspects of biomedici-
ne. But it is fair to recall that biomedical issues have been
hotly debated in most, if not all Western European count-
ries years before the Oviedo Convention was adopted in
1997. Legislative work in some countries has undoubted-
ly influenced the substantial content of the Oviedo Con-
vention and then the Oviedo Convention has had an im-
pact on national laws. Present national legislation is
therefore the result of many influences, irrespective of
the country’s attitude towards ratifying the Oviedo Con-
vention. Without a detailed analysis of the whole legisla-
tive story of every single national law on biomedical to-
pics, it is almost impossible to assess the true influence
of the Oviedo Convention.

I will therefore limit myself to providing some objective
information on a number of recent laws that were passed
in various countries that have ratified the Oviedo Con-
vention. Since I have been personally involved in expert
committees preparing legislative work in the field of bio-
medicine in Switzerland, I will be able to make some mo-
re assertive comments regarding my own country.

Denmark (which ratified the Convention in 1999) has
adopted many laws, decrees and orders in the following
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ten years. The most significant piece of legislation in that
area probably is the Health Act passed on June 24, 2005
[19]. This comprehensive law on health matters is divi-
ded in twelve parts. The third part deals for instance ex-
tensively with patients’ rights (§ 13- 51), in full accor-
dance with article 5 to 10 OC. Topics covered include for
instance informed consent, living wills, self-determina-
tion with regard to biological materials, access to health
files and professional confidentiality. The fourth part of
the Danish Health Act is devoted to transplantation of
organs and tissues from living persons and deceased per-
sons (§ 52-56). Here again, the material rules are consis-
tent with the Oviedo Convention.

Spain (which also ratified the Convention in 1999) has
also adopted several significant laws on biomedical to-
pics over the last ten years. In 2002, Spain passed for in-
stance Law N° 41/2002 laying down basic rules concer-
ning the autonomy of patients and their rights and duties
with regard to clinical information and documentation
[20]. That law deals with informed consent, advance
directives, consent by proxy as well as with the right to
privacy and the right to health information. Interestingly,
Spain passed a Crown Decree in 2007 setting up a Natio-
nal Register of Advance Directives [21].

On July 3, 2007, Spain passed a very important Law N°
14/2007 on biomedical research [22]. Title I of the law
contains general provisions; title II deals in a detailed
way with research involving invasive procedures on hu-
man beings; title III regulates the donation and use of
human embryos and foetuses, their cells, tissues, or or-
gans; title IV is devoted to the procurement and use of
human embryonic tissues and cells and other similar
cells; title V deals with genetic analysis, biological samp-
les and biobanks.

Greece (which ratified the Oviedo Convention in 1998
and signed the first three additional protocols on the
prohibition of cloning, on organ and tissue transplanta-
tion and on biomedical research) also passed several
laws in the field of biomedicine. On December 22, 2002,
Greece adopted for instance Law N° 3089 on medically
assisted human reproduction [23] that, inter alia, pro-
hibits cloning (and punishes any violation of imprison-
ment up to 15 years).

Norway (which ratified the Convention in 2006) passed
many important laws too. Before ratifying the Conven-
tion, it adopted Law N° 63 on patients’ rights on July 2,
1999 [24]. That Law recognizes, among other rights, the
right to health care, the right to give informed consent
and the right to consult one’s health files. Norway then
adopted Law N° 79 of 13 December 2002 on the medical
use of biotechnology which includes a prohibition of
therapeutic cloning. In December 2003, Norway passed
Law N° 100 on the use of biotechnology in human medi-
cine [25] that deals with assisted fertilization, research
on fertilized eggs and cloning, embryonic diagnosis,
postnatal genetic testing and gene therapy.

The Norwegian “Patients’ Rights Law” and the “Biotech-
nology law” have already been amended several times.
Norway adopted still another important piece of legisla-
tion last year: Law N° 44 on research in the medical and
health fields, passed on June 20, 2008 [26].

Switzerland has the reputation of taking quite seriously
its international obligations and, therefore, to abide scru-
pulously by international law. As soon as an international
agreement is ratified, it becomes an integral part of Swiss
law and every citizen can claim the rights resulting from
its provisions which have direct effect. Even before rati-
fying an international agreement, Swiss authorities are
usually attentive to avoid creating legal discrepancies.

Public debate on biomedicine has a long story in Swit-
zerland. It really started in the late eighties with the laun-
ching of a popular initiative asking for a constitutional
amendment (adopted in a referendum by the Swiss citi-
zens in May 1992) mandating the Swiss Confederation to
legislate on genetics and on reproductive medicine.
Another constitutional amendment was approved in a
national referendum in 1999, which mandates the Swiss
Confederation to legislate on organ, tissue and cell trans-
plantation [27]. To complete the transfer of legislative
power from the cantons to the Swiss Confederation in
the biomedical area, the Swiss Parliament approved a
third constitutional amendment on September 25, 2009,
which mandates the Swiss Confederation to legislate on
biomedical research [28]. All three constitutional amend-
ments spell out a few substantial principles.

On September 12, 2001, the Swiss Government sent a
report to the national Parliament inviting it to ratify the
Oviedo Convention [29]. Simultaneously, a Bill on organ
transplantation was introduced in Parliament. Since the
Bill was deliberately more liberal than the Oviedo Con-
vention on two points (organ donation from a living do-
nor can be a primary option because it is proved to be
more efficient than donation from a deceased person;
the removal of regenerative tissue on a person unable to
consent is allowed not only for a brother or sister but
also for a mother, father or child of the donor), Parlia-
ment decided to pass the Act on transplantation in the
first place and only afterwards to ratify the Oviedo Con-
vention while making a couple of reservations. This ex-
plains why the ratification of the Oviedo Convention by
Switzerland was remanded for several years, until July
2008 (the Convention went into force for Switzerland on
November 1, 2008).

The numerous laws that Switzerland has passed on bio-
medical issues over the last ten years have been influen-
ced by the Oviedo Convention even though the latter
was not yet ratified. Here are the most important ones:

- the Federal Act on medically assisted procreation
[30] from 2001 prohibits cloning a human being (like
the first additional Protocol to the Oviedo Conven-
tion), prohibits the creation of embryos for research
purposes (in accordance with art. 18 para. 2 OC), pro-
hibits sex selection (as art. 14 OC does) as well as any
intervention on the human genome (as required by
art. 13 OO);

- the Federal Act on medicinal products [31] from
2002 regulates the clinical trials of new drugs in a
way consistent with art. 16 and 17 OC;

- the Federal Act on research with embryonic stem
cells [32] from 2005 implements the protection
owed to embryos (in line with art. 18 para. 1 OC) ;

- the Federal Act on sterilisation [33] from 2005 inclu-
des stringent requirements for informed consent,
especially from incompetent people, in accordance
with art. 5 and 6 OC);

- the Federal act on human genetic testing from 2007
[34] is entirely compatible with the Convention. For
instance, it prohibits explicitly any discrimination
based on genetic traits (like art. 11 OC), regulates ge-
netic tests for health purposes in a similar way as art.
12 OC and ensures the confidentiality of genetic data
[as required by art. 9 OC);

- the Federal Act on organ, tissue and cell transplanta-
tion [35] from 2007 is also compatible with article 19
and 20 OC, except on the two points which were the
object of two reservations from Switzerland when it
ratified the Convention;
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- the reform of the Swiss Civil Code [36], passed on
December 19, 2008 (but not yet in force), introduces
general rules on patients’ rights in federal law that
fully comply with art. 5 to 8 OC (informed consent,
protection of persons not able to consent, protection
of persons who have a mental disorder, informed con-
sent in an emergency situation. The reform specifies
who is legally empowered to give consent for an in-
competent patient, thus putting and end to a large
variety of cantonal solutions that occasionally were
contrary to the Oviedo Convention (e.g. the solution
to grant the power to decide to the treating physi-
cian). This reform also completely changes guardian-
ship law and the legal regime of civil commitment in
a mental hospital. The new art. 372 Civil Code goes
even beyond art. 9 OC (which is allowed by art. 27
OC) when it asserts that advanced directives will have
a binding effect for health professionals;

- the first draft of a Federal Act on biomedical research
from 2009 aims at regulating the whole field of bio-
medical research in a way compatible with art. 15 to
17 OC.

Summing it up, the Oviedo Convention has had at least
three kinds of influence on the internal legislative pro-
cess in Western European countries. First of all, it has
stimulated the political debate as well as the legislative
work. Secondly, it has made more visible the existence of
a common set of values based on human rights through-
out Europe. And thirdly, it has contributed to a deeper
awareness of the necessity to reinforce these values by
passing national laws that are compatible with the Ovie-
do Convention.

3. Arole for the European Court
of Human Rights?

The Oviedo Convention was imagined as an extension of
the European Convention for the protection of human
rights and fundamental freedoms of November 4, 1950
for the specific field of biomedicine [37]. Now article 19
of the latter Convention provides that “[t]o ensure the
observance of the engagements undertaken by the High
Contracting Parties in the Convention and the Protocols
thereto, there shall be set up a European Court of Human
Rights” which “shall function on a permanent basis”. Ar-
ticle 3. According to article 32, “[t]he jurisdiction of the
Court shall extend to all matters concerning the interpre-
tation and application of the Convention and the proto-
cols thereto”. Articles 33 and 34 provide that “any High
Contracting Party” as well as “any person, non-govern-
mental organisation or group of individuals claiming to
be the victim of a violation” may refer to the Court. In ad-
dition, the Court “may, at the request of the Committee
of Ministers, give advisory opinions on legal questions
concerning the interpretation of the Convention and the
protocols thereto (art. 47).

The Oviedo Convention does not contain provisions simi-
lar to those in the European Convention for the protec-
tion of human rights and fundamental freedoms giving
jurisdiction to the European Court of Human Rights. On
the contrary, article 23 OC states that “Parties shall pro-
vide appropriate judicial protection to prevent or to put
a stop to an unlawful infringement of the rights and prin-
ciples set forth in this Convention”. In addition, article
30 OC provides that on “request from the Secretary Ge-
neral of the Council of Europe any Party shall furnish an
explanation of the manner in which its internal law
ensures the effective implementation of any of the provi-
sions of the Convention”. Finally, article 29 OC empo-
wers the European Court of Human Rights to give “with-

out direct reference to any specitic proceedings pending
in a court, advisory opinions on legal questions concer-
ning the interpretation of the present Convention”. Such
an advisory opinion may be requested either by “the Go-
vernment of a Party, after having informed the other
Parties” or by the Steering Committee on Bioethics “by a
decision adopted by a two-thirds majority of votes cast’
(art. 29 OC).

The possibility given to the European Court of Human
Rights to deliver advisory opinions on the interpretation
of the Oviedo Convention may prove useful to circum-
scribe more precisely the meaning and scope of specific
provisions such as article 21 on the prohibition of finan-
cial gain [38]. An advisory opinion would however have
an impact only on countries that have ratified the Oviedo
Convention. To the best of my knowledge, no advisory
opinion has been asked so far to the European Court of
Human Rights.

Even though the European Court of Human Rights has
no direct jurisdiction on the application of the Oviedo
Convention and its protocols by the contracting Parties,
it may in an indirect way influence national law in Euro-
pe even beyond the contracting Parties. For the last few
years, the Oviedo Convention has been occasionally integ-
rated in the decisions made by the European Court of
Human Rights on alleged violations of the European
Convention for the protection of human rights and fun-
damental freedoms. In other words, the Oviedo Conven-
tion is sometimes used by the European Court of Human
Rights as a tool to interpret the European Convention for
the protection of human rights and fundamental free-
doms, especially articles 2 (right to life) and 8 (right to
respect for private and family life). All 47 countries
which have ratified the European Convention for the
protection of human rights and fundamental freedoms
must conform to the rulings of the European Court of
Human Rights and, where needed, adapt their internal
legislation.

It is interesting to note that the Oviedo Convention was
mentioned as part of the relevant international law even
in some cases involving a country that did not ratify the
Oviedo Convention. For instance, in the case of Glass v.
United Kingdom, the European Court mentions articles 5
to 9 OC as part of the “relevant international material’
[39] regarding informed consent. In the case of Vo v.
France, the Court not only mentions several provisions
from the Oviedo Convention but also quotes excerpts
from the explanatory report [40]. It also refers to the
additional Protocol on the prohibition of cloning human
beings as well as the draft Protocol (at the time) on bio-
medical research [41] in order to determine if there is an
accepted position in international law as to the legal sta-
tus of the human embryo or foetus.

It will be interesting to follow closely the development
of the case law from the European Court of Human
Rights to assess whether the Oviedo Convention will be
used more and more frequently to state the present con-
tent of accepted international law.

I personally expect the Court to rely increasingly on the
Oviedo Convention to interpret especially article 8 of the
European Convention, i.e. the right to respect for private
and family life, which served as a basis for the European
Court of Human Rights in its rulings on informed con-
sent as well as on confidentiality of medical records. By
influencing the interpretation of the European Conven-
tion for the protection of human rights and fundamental
freedoms, the Oviedo Convention may therefore have an
indirect impact on the law of all 47 countries that have
ratified that Convention.
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4. Concluding remarks

The Oviedo Convention expresses the prevalent view in
Western Europe on the appropriate legal answers to con-
temporary biomedical issues. Approximately 35% of Wes-
tern European countries have ratified it and 25% have
signed it, leaving 40% of Western European countries
completely outside. A convincing sign that the Oviedo
Convention expresses balanced choices on biomedical
topics can be seen in the fact that a few countries have
refused to sign it either because it was too liberal or
because it was too restrictive.

Each new ratification of the Oviedo Convention is a fur-
ther recognition (and reinforcement) of a set of common
European values based on Human Rights. I believe it is of
great importance to reaffirm our European approach of
biomedical issues based on human rights since we live in
a globalized world where a clear “imperialism” of Ame-
rican bioethics and economic power threatens to eclipse
all other views. One can therefore hope that the “big”
Western European countries (like France, Germany and
the United Kingdom) that haven’t so far ratified the Ovie-
do Convention will do so in the near future. For that pur-
pose, it would be of the utmost importance that reputed
people or institutes (from the political, economic or aca-
demic circles) in these countries get actively involved in
a campaign to promote the Oviedo Convention and its
ratification.

One should also recall that the Oviedo Convention is the
ground floor of the common European “biolaw” house.
Additional floors, called Protocols, are still under con-
struction. To access them, a country needs to go first
through the ground floor but then it can take the eleva-
tor to go to any floor, possibly leaving aside some of the
floors. When entering the house, a country cannot ask to
change its fundamental structural elements but it can
suggest changing the interior design. In other words, the
ethical discussion is not closed when a country joins the
Oviedo Convention but is on the contrary stimulated.
That process of constant reassessment may lead to a pro-
posal to modify the Convention. As provided for in artic-
le 32 para. 4 OC, the CDBI (Steering Committee on
Bioethics) shall examine the Convention no later than
five years from its entry into force (December 1, 1999)
and thereafter at such intervals as the CDBI may deter-
mine.

The legal and political process of ratifying the Oviedo
Convention is itself of great value for any European
country. It compels the country to scrutinize its national
laws on biomedical issues that are fundamental for the
future of mankind and to assess their rationale, com-
pared to the provisions of the Oviedo Convention.
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IMPACT OF THE OVIEDO CONVENTION
AND ITS PROTOCOLS ON LEGISLATION
AND PRACTICES IN SLOVENIA 1

Joze Trontelj

Slovenian National Medical Ethics Committee,
Ljubljana, Slovenia

Slovenia has had a long and respectable history of medi-
cal ethics. As a new independent state, it needed a lot of
new legislation. Moreover, new developments in medi-
cine, science and society presented new challenges. It
was therefore extremely important to have, in addition
to the longstanding tradition in medical ethics and moral
philosophy, some reliable external points of reference to
the present international standards.

The Council of Europe has offered such reference. The
European Convention on Human Rights has set stan-
dards over much of Europe. It must be admitted that it
had little impact in the post Post-second World War Yu-
goslavia, particularly during its first decades. Never-
theless, respect for human rights gradually increased,
and the situation improved considerably over the years.

Even in the years of oppression, however, ethical stan-
dards in medicine were surprisingly high. This not only
applied to the individual doctor-to-patient relationship
and standards of care, but also to the systemic issues, such
as equity and fairness in distribution of resources. In fact,
good medical care for everybody was one of the state prio-
rities.

Precisely the historical background of the unsatisfactory
human rights situation over many years in the Post-se-
cond World War Yugoslavia may have contributed to so-
me kind of ethical hunger at the end of the Communist
Epoch. This accounts for a part of the great respect that
ethical projects of the Council of Europe enjoy in Slove-
nia. Effects are seen in legislation and medical practice,
in biomedical sciences and in other fields concerned.
Unfortunately I can say less about public perception of
ethical issues, as only indirect conclusions can be drawn
from the limited evidence available, and in the absence
of systematic studies of public opinion.

Slovenia has been participating in bioethical projects of
the Council of Europe since 1995. I shall mainly refer to
the work of the CDBI and to the main project, discussed
in this meeting, i.e. the Oviedo Convention. So I shall not
touch on the very important parallel work of other bo-
dies, especially the Parliamentary Assembly and the Com-
mittee of Ministers, in spite of its exceptional importan-
ce, for example in the field of the rights of terminally ill
and of palliative care.

First of all, I must express my appreciation of the Slove-
nian Governments and Parliament, who understood the
exceptional value and significance of ethics in the life of
a nation and possessed the wisdom to join, practically
without reservations, the European efforts in promoting
the international ethical standards. This wisdom and this
awareness have led Slovenia to be among the first count-
ries to ratify the Oviedo Convention and its Additional Pro-
tocols. These ethical and legal instruments were an im-
portant source of guidance to our legislators in formulating
the legal framework and the medical professionals in alig-
ning their practice with the European ethical standards.

Finally, in public debate on the contentious ethical is-
sues, the undisputed reputation of the CDBI and other
bodies of the Council of Europe provided an authority in
ethical opinion which to my knowledge has never been
publicly questioned.

I would now like to come to certain pieces of legislation
and the consequent legal and medical practice where the
Oviedo Convention and its Additional Protocols played
an essential role.

Perhaps the most important of all is the Law on Patient's
Rights. A number of provisions in the Oviedo Conven-
tion were directly incorporated into the Law. Other legal
and ethical substance was carefully aligned with the prin-
ciples in the Convention. Such were, in particular, provi-
sions regarding consent of the patient to therapeutic in-
terventions, as well as research. Special attention was
given to medical decisions about patients unable to con-
sent. The Convention's article on due respect for previous-
ly expressed wishes was elaborated in the provisions on
advance directives. The Oviedo Convention in this article
remains less decisive than our legislator would like to
see. The Parliament then chose the suggested formula-
tion of the National Medical Ethics Committee that the
treating doctor should consider, in most situations, the
patient's wish as an important but not the only factor in
deciding between life preserving and palliative treat-
ment. The doctor should however abandon attempts at
prolongation of life when this would not give hope for
improvement of health or relief of suffering.

The provision on compensation for undue damages sus-
tained during treatment, previously unfortunately rather
neglected in Slovenian health care practice, has been
elaborated in considerable detail in the new law and effi-
cient mechanisms have been put in place.

The Slovenian Law on organ transplantation was based
on the corresponding Additional Protocol to the Oviedo
Convention. In fact, it drew upon the draft of the Proto-
col, since at that time the final version was not yet ready.
Among the important principles was the very limited set
of situations when for example a kidney can be explan-
ted from a living donor. At a later stage, the authority of
the Oviedo Convention and the Transplantation Protocol
was helpful when yellow press brought up a doubt that
brain dead patients are really dead. Most of the argu-
ments for this doubt could be rejected as obscure, but
some come from more serious, although not fully credib-
le sources. Currently, close relatives of brain dead pa-
tients have the right to refuse removal of organs. Now
there is an attempt at changing the law and follow the
opting out principle; i.e., the patient is considered to
have had no objection unless written statement or wit-
nesses say otherwise.

The working group that drafted the Law on Infertility
Treatment and Biomedically Assisted Reproduction un-
fortunately was not much helped by any recent ethical-
legal instrument of the Council of Europe, although an
older document - “Report on human artificial procrea-
tion Principles set out in the Report of the ad hoc Com-
mittee of experts on progress in the biomedical sciences
(CAHBI, published in 1989)” proved valuable. In its pre-
sent form, the Slovenian law gives priority to the right of
the future child to be born into a stable family environ-
ment, favourable for its development, rather than serving
the sole interests of the prospective parents. So, it was
with real regret when we learned that it was not possible
to develop a meaningful minimum of protective princip-
les in questions of artificial procreation in the form of a
Protocol to the Convention.

The Oviedo Convention stipulates, in its Article 28, pub-
lic debate on ethical issues raised by the new develop-
ments in biomedical sciences. In Slovenia such debate
preceded or accompanied the parliamentary discussions
of many laws containing bioethical issues. It was particu-
larly vivid when the use of human embryos for research
was discussed in relation to the 7th Framework Program
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of the European Union. Other occasions were related to
stories with ethical controversies published in the me-
dia, e. g. on human cloning, creation of human embryos
for research. embryonic stem cells, gene technology, and
end of life decisions, including euthanasia.

In ethics of biomedical research, Slovenia has had a long tra-
dition. Nevertheless, the protocol on biomedical research
was useful for the work of the Research Ethics Commit-
tee at sensitive points, such as dependent position of per-
sons invited to participate, the conditions for the use of
placebo, conflict of interest of the researchers, information
to be supplied and evaluated etc. A national legal instru-
ment based on the Protocol has so far not been elabora-
ted, but its provisions already apply.

These issues remain open, in particular medical care of
the terminally ill and the dying. So, regarding the future
work in bioethics by the CDBI, Slovenia would support a
project of re-examining some end-of life issues.

Council of Europe had addressed human rights related to
end of life situations before, for example by producing a
Recommendation of the Parliamentary Assembly on the
rights of the terminally ill and the dying (Rec 1418 of
1999), and a more recent Recommendation on palliative
care (Rec (2003) 24 of the Committee of Ministers). Ne-
vertheless, the issues of human rights near the end of life
remain a pressing and partly controversial topic. A recent
questionnaire on the relevance and added-value of the
Council of Europe’s activities in the field of bioethics has
shown that most delegations to the CDBI selected preci-
sely that topic as a preferred activity in the CDBI's future
work. For this reason, at its 34th Plenary Meeting of June
3-5 2008, the CDBI has decided to resume the debate on
this topic in the form of a seminar planned for 2010 (Se-
minar on decisions in relation to medical treatment at
the end of life).

The Slovenian delegation would like to propose that the de-
bate focuses on the question of terminal versus palliative se-
dation. Deep sedation is increasingly used as a valuable me-
dical treatment providing full relief even in cases of extre-
me suffering due to intractable pain and distress. On the
other hand, there is a serious concern that it could be
misused as a kind of euthanasia. A guideline or recom-
mendation proposing safeguards would be very useful.

There is also an initiative to elaborate an Additional Pro-
tocol on the protection of human rights and dignity of ter-
minally ill and the dying, to the Oviedo Convention. The
Protocol could be based on the already mentioned Recom-
mendation 1418 of the Parliamentary Assembly. Slovenia
is in favour of the initiative and would like to propose
that feasibility of such a project is carefully examined.

Among other possible projects the Slovenian delegation
would support an instrument, at least a recommenda-
tion, but preferably a Protocol, on the protection of
embryo in vitro, a Protocol concerning the protection of
human rights and dignity of persons with mental disor-
der, and Guidelines concerning access to medical files.

In conclusion, medical doctors, biomedical scientists and
ethicists in Slovenia appreciate the Oviedo Convention
with its protocols and other bioethical projects of the Coun-
cil of Europe as an exceptionally important milestone in
the development of ethical standards in our country.
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1. Introduction, General Framework
of Georgian Legislation on Human Rights
and Biomedicine

The process of the development of health, biomedicine
and human rights legislation in Georgia was greatly ex-
posed to the influence of extensive movement for health
care reform in Europe (research, educational and legisla-
tive activities related to human rights in health and bio-
medicine) on the national as well as international/regio-
nal levels. Reform of Legislation of Georgia in this sphere
started in 1990s (1995-97), before Georgia became the
member of the Council of Europe in 1999.

Principles and provisions of various binding as well as
soft legal instruments in the field of health and human
rights have been incorporated to national law. So, the legis-
lation of Georgia on human rights and biomedicine has
been significantly influenced by strategies and principles
presented in various international developments. The do-
cuments playing most important role in pushing and pro-
moting the process of drafting the health and human
rights legislation in Georgia were Convention on Human
Rights and Biomedicine and its additional protocols (the
Council of Europe) and "Declaration on the Promotion of
Patients' Rights in Europe" (WHO).

Legislation of Georgia in the field of Health and Human
Rights comprises the Constitution of Georgia, Interna-
tional agreements and treaties to which Georgia is a par-
ty (including Oviedo Convention and its protocols; see
below), National Laws and other legislative and regulato-
ry texts.

Currently National Laws of Georgia related to human rights
in health care and biomedicine cover almost all aspects
of the problem and includes the following documents, as
given in the table 1 (p. 17).

From these laws the “Law of Georgia on Health Care” is
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considered to be the general, framework law, which con-
cerns all aspects of health and biomedicine, determines
the priorities and sets out fundamental principles of the
health care legislation of Georgia.

Table 1 Georgia National Laws Related to Human Rights
in Health Care and Biomedicine

ADOPTED LAST UPDATE

The Law on Health Care 1997 (10.12) 2008 (21.03)
The Law on the Rights

of Patient 2000 (05.05) 2007 (08.05)
The Law on Doctor’s

Professional Activity 2001 (08.06) 2008 (21.03)
The Law on Public Health 2007 (27.06) no updates
The law on HIV/AIDS

Prevention 1995 (21.03) 2000 (08.11)
Tléer:W on Psychiatric 2006 (14.07)* 2008 (01.11)
The Law on Blood Donors

and Blood Components 1997 (30.04) 2006 (29.12)
The Law on Human Organ

Transplantation 2000 (23.02) 2006 (23.06)
The Law on Drug and

Pharmaceutical Activity 1996 (25.12) 2008 (18.06)
The Law on Narcotic Drugs,

Psychotropic Substances, 2002 (05.12) 2007 (08.05)

their Precursors

and Narcologic Care
The Law on Protection

and Promotion of Infant 1999 (09.09) 2000 (09.06)

Natural Feeding
The Law on Medical

and Social Expertise 2001 (07.12) 2007 (16.03)
The Law on Tobacco

Control in Georgia 2003 (06.06) -
The Law on Biomedical

Research Involving Before Parliament

Human Subjects

The Law on Reproductive
Health and Reproductive
Rights

Before Government

*This Law replaced the previous Law on Psychiatric Care
adopted in 1995 (21.03)

The “Law on the Rights of Patients” is specific law defi-
ning all major principles of human rights protection in
the field of health care.

The “Law on Doctor’s Professional Activity” defines res-
ponsibilities of doctors before patients as well as regula-
tes all major aspects of doctors’ training, professional de-
velopment and activity.

The “Law on Public Health” has relation to human rights
as far as it defines rules of interrelation between citizens
and public health system and in a few, very specific,

cases restricts rights of individuals for the sake of public
interest.

Other laws regulate human rights issues in the context of
various specific fields of medicine, such as psychiatry,
human organ transplantation, HIV/Aids etc.

2. Ratification of the Council of Europe
Instruments on Human Rights
and Biomedicine

Georgia has signed and ratified the Convention on Hu-
man Rights and Biomedicine and its two Protocols - Pro-
tocol on the Prohibition of Cloning Human Beings and
Protocol concerning Transplantation of Organs and
Tissues of Human Origin.

The Protocol concerning Biomedical Research was sig-
ned on 21 February, 2005, but still is not ratified by the
Parliament. The data about signing and ratification of the
instruments related to human rights and biomedicine of
the Council of Europe are given in the table 2.

Currently the Parliament of Georgia in cooperation with
the Ministry of Foreign Affairs and the President’s office
is working on ratification of Protocol concerning Biome-
dical Research. It is expected that the document will be
ratified before end of 2009.

Simultaneously the draft Law on Biomedical Research
Involving Human Subjects will be discussed at the Parlia-
ment as the instrument for implementation of the above
protocol on biomedical research (details on the develop-
ment of the draft law are given below).

3. Impact of the Oviedo Convention
on Georgian Legislation

The impact of the Council of Europe instruments in the
field of human rights and biomedicine, particularly the
Convention on Human Rights and Biomedicine and its
additional protocols on current legislation of Georgia are
substantial. Even before Georgia joined the Council of
Europe and the Oviedo Convention was ratified, consi-
derable part of Georgian legislation on health, biomedi-
cine and human rights was already harmonized with
main provisions of the Convention.

Convention on Human Rights and Biomedicine

Almost all conceptual statements of the Oviedo Conven-
tion are included in the laws being prepared after 1997 -
“Law on Health Care”, “Law on the Rights of Patients
Rights”, “Law on Human Organ Transplantation”, draft
“Law on Biomedical Research Involving Human Subject”,

Table 2 Signature and Ratification of the Oviedo Convention and its Additional Protocols by Georgia

. . Date of Date of Date of the Entry into
Convention and its Protocols Signature Ratification deposit force
Convention on Human Rights 11.05.2000 27.09.2000 22.11.2000 01.03.2001
and Biomedicine
Protocol on the Prohibition
of Cloning Human Beings 11.05.2000 27.09.2000 22.11.2000 01.03.2001
Protocol concerning Transplantation
of Organs and Tissues of Human Origin 25.03.2002 27.09.2002 18.12.2002 01.05.2006
Protocol concerning Biomedical
Research 21.02.2005 20.10.2009 - -
Protocol concerning Genetic Testing
for Health Purposes - - - -
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“Law on Doctor’s Professional Activity” etc. The drafting
process of the above laws took place before the Conven-
tion was signed and ratified.

Taking into consideration the above-mentioned reality,
that the national legislation has been already harmonized
with the Convention, the ratification of the Convention
by the Parliament of Georgia went smoothly. Finally the
Convention on Human Rights and Biomedicine and the
Protocol on the Prohibition of Cloning Human Being we-
re ratified by the Parliament of Georgia without making
any reservation.

Protocol on the Prohibition of Cloning Human Beings

Actually the Law on Health Care (adopted in December
10, 1997) was influenced by the Protocol on the Prohibi-
tion of Cloning of Human Beings even before the Proto-
col was opened for signature (January 12, 1998). Geor-
gian Law prohibits human cloning based on the article
142 of the Law on Health Care. This article was influ-
enced by the debates within the Council of Europe
around the draft protocol in 1997. So, Georgia is, probab-
ly, the first country which prohibited human cloning by
law, although the text of the relevant article is not close
enough to the language of the protocol (see below): “Hu-
man cloning by use of the methods of genetic engineer-
ing is prohibited.” (Law on Health Care, Article 142.1).

The anti-cloning protocol itself entered into force in Geor-
gia in 01.03.2001, like 4 other countries, which ratified it
earlier. Georgia was the 5" country, which ratified the
Protocol on the Prohibition of Cloning of Human Beings.

Protocol concerning Transplantation of Organs
and Tissues of Human Origin

Georgian Law on Human Organ Transplantation was
adopted in 2000. i.e. before the protocol was opened for
signature (January 24, 2002). However, Georgian Law
was influenced by Convention itself (Chapter VI of the
Convention and other relevant articles). Georgian legisla-
tion on human organ transplantation incorporates all
precautionary provision of the Convention aiming at
protecting life, health and dignity of organ donors and
recipients, particularly vulnerable groups and minimi-
zing the possibility of organ trafficking.

The law establishes so-called “opt-in” system for organ
removal from dead donors, which is thought to be better
system for Georgia, taking into consideration the country
context - attitude of the society, lack of resources and
experience. Convention does not specify which system is
preferable; however, it outlines general principles and
approaches, which are taken into consideration in Geor-
gian law.

According to Georgian legislation the circle of the living
donors is restricted to genetic relatives and spouse of the
recipient. Later, in November 2002 amendment was ma-
de to the Law on Human Organ Transplantation, which
partly widened the circle of living donors and so-called
“cross donorship” or “donor exchange” was allowed (or-
gans could be swapped between two pare of donor-re-
cipient if tissues are not compatible within pairs). How-
ever, while making this amendment, restrictions articu-
lated in the Protocol concerning Transplantation of Or-
gans and Tissues of Human Origin were taken into con-
sideration (particularly, Article 10 - Potential organ do-
nors). The letter states that donor shall have “a close per-
sonal relationship” with recipient (as defined by law) or
if such relationship does not exist, organ removal can
take place “only under the conditions defined by law and
with the approval of an appropriate independent body”.

Protocol concerning Biomedical Research

As mentioned already Georgia is being prepared to ratify
the protocol on research. This process includes discus-
sion and adoption of the Law on Biomedical Research on
Human Beings.

The first version of the draft law was prepared in 1999-
2000. Later, it was submitted to the Council of Europe
for comments. The draft law has been reviewed by the
expert appointed by the Council of Europe and updated
in 2001 according to the comments provided. However,
its adoption was delayed at the Parliament. This gave an
opportunity to review it in 2006-2007 again in the light
of the Additional Protocol concerning Biomedical Re-
search (the draft Law has been discussed during the
DEBRA meeting in Thilisi in 2006).

The current version of the draft law is in line with the
protocol and the Parliament plans to discuss it and start
its adoption simultaneously with the Protocol concer-
ning Biomedical Research.

Currently biomedical research on human beings in Geor-
gia is regulated by the following three instruments:

CoE Convention on Human Rights and Biomedicine
(Signed by Georgia in May 2000; Ratified by the Par-
liament in September 2002; Entered into force on 1
March, 2001);

- Law of Georgia on Health Care (Adopted by the Par-
liament of Georgia in December, 1997);

- Law of Georgia on Drug and Pharmaceutical Activity
(Adopted by the Parliament of Georgia in 1995; Up-
dated in 2001).

The law on Health Care includes separate chapter -
Chapter XIX “Biomedical Research”, in which basic prin-
ciples regulating biomedical research are set out. Particu-
larly according to the above-mentioned law:

- aims, objectives, methods and possible outcomes of
the research should be specified in the research pro-
tocol; research should be carried out only within the
frames of the research protocol,

- research protocol should be reviewed by indepen-
dent body and ethics committee;

- risks and benefits of the research should be assessed;
risk associated with the research should not be dis-
proportional to the expected benefits;

- research subject should be fully informed about the
details of the research (objectives, methods, potential
benefits, risks, alternatives etc.);

- research should not be started without informed con-
sent of the research subject;

- research subject has the right to refuse to participate
in the research or withdraw from the research at any
time despite already given written informed consent.

The law also outlines general principles for the protec-
tion of incapable persons and minorities in the context
of biomedical research.

Although, it was important step forward when the above
provisions were incorporated in the Law on Health Care, it
lacks specificity and does not cover various aspects of bio-
medical research. Also, it does not give clear guidance
about the role and function of research ethics committees.

The law on Drug and Pharmaceutical Activity (just one
article) sets out general rules for protecting human sub-
jects during clinical trials. It requires ethics committee to
be created at the institution where the trial is planned to
be carried out. The committee is created for each trial
during the whole process of research.
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The Law on Drug and Pharmaceutical Activity prohibits
research on imprisoned individuals and military service-
men. This could be regarded as form of discrimination.
Also, such approach prevents to carry out specific re-
search projects which are relevant only to prison envi-
ronment.

Interestingly, this law specifically mentions recommen-
dations set out in WMA Declaration of Helsinki as the
basis for conducting clinical trials on human beings. This
also creates problem, because there are various versions
of the Declaration and the provisions vary significantly
from version to version.

The new draft Law and the additional Protocol concer-
ning Biomedical Research are expected to fill this gap and
establish effective framework for carrying out biomedi-
cal research on human beings according to current ethi-
cal and legal standards. This will be particularly helpful
for research ethics committees.

Protocol Concerning Genetic Testing
for Health Purposes

There were no new developments in this sphere since
the protocol was opened for signatures. However, in the
Law on the Rights of Patients (adopted in 2000) there is
specific chapter “Rights in the Filed of Genetic Counsel-
ling and Gene Therapy”, which has been influenced by
the Convention. Also, the Law on Health Care includes
provisions on genetics.

The above legislation covers the issues related to gene-
tics and healthcare in general terms. Particularly it con-
cerns the following issues:

- non-discrimination;
- general conditions to perform gene therapy;
- general conditions to perform genetic testing;
- restrictions for the interventions seeking

to modify the human genome;
- prohibition of sex selection.

4. Impact of the Oviedo Convention
and its Additional Protocols on Practices

Although there are no official and well structured studies
on the impact of Oviedo Convention and its protocols on
practices in Georgia, certain influence on activities of
specific bodies/structures could be observed. Some examp-
les on such influence are given below.

The National Council of Bioethics regularly refers to the
Oviedo Convention and its Protocols in the process of
making decisions and recommendations on specific is-
sues. Such recommendations are related to human organ
transplantation, stem cells, end of life, palliative care and
euthanasia, psychiatry etc.

Georgian Government based on the recommendation of
the National Council on Bioethics made its decision du-
ring international debates on UN level concerning prohi-
bition of human cloning (developing the text of the Uni-
ted Nations Declaration on Human Cloning). This deci-
sion was based on the fact that Georgia has ratified Ovie-
do Convention and its Additional Protocol on the Prohi-
bition of Cloning Human Beings. On the other hand the
Law of Georgia on Health Care specifically prohibits hu-
man cloning.

The Oviedo Convention is used in the process of educa-
tion/training of health care professionals and lawyers.
Recently detailed comments to the Convention have
been developed for lawyers in Georgian language and
the Georgian text of the Convention has been dissemi-
nated among Georgian doctors (3000 copies).

Association of Transplantologists of Georgia considers
the Convention and additional Protocol concerning
Transplantation of Organs and Tissues of Human Origin
in decision-making process.

Additional Protocol concerning Biomedical Research as
well as Oviedo Convention are intensively used in the
process of ethical review of research projects, which
involve human beings. This is done by:

- National Council on Bioethics (usually does not
review specific research projects, unless specifically
requested; particularly when projects are multicenter
and/or international and/or entailing high risk);

- Local research ethics committees.

Some specific provisions of the Convention have been
reflected in the Code of Ethics of Georgian Physicians,
which has been developed and endorsed in 2003.

However, the Oviedo Convention and its additional Pro-
tocols are not widely known, referred and/or followed
by relevant professionals - health care providers, law-
yers, policy makers and even the members of research
ethics committees. More efforts are needed for their po-
pularization. Such efforts should include development
and implementation of specific modules to teach the
above instruments of the Council Europe on undergradua-
te as well as postgraduate level for health care profes-
sionals and lawyers. We expect that the “A Guide for Re-
search Ethics Committee Members”, which is currently
being prepared within the CDBI, will be particularly
helpful for research ethics committee members and
researchers in applying to practice the provisions of the
Convention and its protocol on biomedical research. Ha-
ving such practical guidance for other spheres as well,
which are covered by Convention and its protocols, could
considerably improve implementation of the above
instruments of the Council of Europe.
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COUNTRY REPORTS

THE OVIEDO CONVENTION:
CHALLENGES AND PERSPECTIVES
OF ITS ADOPTION IN ARMENIA

Armen Vardapetyan, Igor Madoyan
National Center of Bioethics, Yerevan, Republic of Armenia

The history of bioethics, as is known, counts 40-50 years.
In Armenia, ideas on bioethics started to spread in the
90ies of the last century. Want to note, that historically,
the period coincided with elaboration and adoption of
the Convention on Human Rights and Biomedicine. Still,
up to date, the process of bioethics development in
Armenia kind of proceeds parallel to the Oviedo Con-
vention and does not intersect. Why is it so? I would try
to briefly state the main reasons of this phenomenon.

About 7-10 years ago, not only people not related to
healthcare but the majority of biologists, physicians, phi-
losophers, lawyers in Armenia had the least notion of
bioethics, moreover, had never heard this term. To be
fair enough, it should be noted that a similar situation
was observed in a number of countries of Eastern Europe
and former Soviet Republics. Bioethical ideas started to
sprout in Armenia due to enlightening activities by indi-
vidual enthusiasts, just a few of them. It is through indi-
vidual talks, round tables, seminars, newspapers and tele-
vision, through attempts to convince state officials in the
importance of and the need in introducing bioethical
norms and standards, these people were able to raise in-
terest towards ethical aspects of biomedicine in Armenia.

Non-for-profits with missions in bioethics started to
emerge at the beginning of the century. Cooperation be-
tween those, on one hand and state structure, on the other
becomes tighter, and, I would even mention, more reli-
able. Armenia is gradually increasing activism within
bioethical structures of international organizations
(Council of Europe, UNESCO, European Commission, Fo-
rum of ethical committees of NIS, WHO, etc). Special
courses are delivered at Universities; ethical boards are
created within research institutes and universities.

Up to date, the country lacks a solid and targeted public
policy and a state program on bioethics development
though the interest towards bioethics in Armenia is
increasing and the importance is out of doubt. The lack
of the state program on the ethics of biomedical re-
searches, from my perspective, is one of the major rea-
sons of lack of correlation between the process of bio-
ethics development in Armenia and the adoption of the
Oviedo Convention by the Council of Europe.

Another reason is the lack of an appropriate legislative
framework. The main thesis of the Oviedo Convention
and its additional protocols puts the interests of a human
being above the interests of science and society. Repub-
lic of Armenia’s Constitution reads: “A human being can-
not undergo medical or scientific experiments without
his/her consent’. Still, we have not been able to locate a
provision defining a defending mechanism for this provi-
sion in any of the laws adopted during the last decade.
On the other hand, the same laws do not contradict basic
human rights postulates. Therefore, the paternalistic mo-
del of physician-patient relationship dominates over the
autonomous model everywhere in Armenia. To phrase it
otherwise, the bioethical component is missing in the
laws. This means that the Armenian laws reflect provi-
sions on patients’ rights without taking into account pro-

visions of the Convention on Bioethics. This is, actually, a
conclusion drawn from the questionnaire from Armenia
on the Impact of the Oviedo Convention. I am not going
to heavily concentrate on a thorough analysis of the legis-
lation as it is more important to present a real situation
on the perspectives of Convention implementation at
this seminar. Getting back to the questionnaire, it should
be noted that the responses outlined that the Armenian
legislation to some extent reacts to the challenges brought
forth by the scientific technological achievements in bio-
medicine. But, regretfully, an impression is made that the
ethical and legal aspects of the Oviedo Convention are
not considered to the maximum possible extent while
developing legislation. The same conclusion is drawn
from the response of the Republic of Armenia Ministry
of Justice on the Questionnaire on Recommendation
(2004). Thus, here is another important reason for “paral-
lel” co-existence of the national legislation and the Ovie-
do Convention - shortage of professionals and insuffi-
cient awareness on bioethics among public at large.

Bioethics, as it seems to me, is to be viewed as a scienti-
fic-educational system and, simultaneously, a social mo-
vement. In case of a social movement, it has to lay social
and psychological grounds for the perception of norms
and principles of bioethics by the Armenian society. It is
obvious that all vehicles provided by the state should be
used to popularize, propagate and publicize those. As a
scientific-educational system, bioethics should ensure
creation of a core of Armenian experts in bioethics. Pre-
paration of specialists could be organized according to
two models. The first model implies existence of infra-
structure (university departments, chairs, centers, etc.)
with major in bioethics (bachelor’s degree). The second
model would be an opportunity for representatives of
diverse specializations (biologists, medical doctors, law-
yers, and philosophers, theologians) to pursue post gra-
duate degree in biomedical ethics. In the near future, I
am confident, an acute need in experts in bioethics will
arouse in the Parliament and the Government of the
Republic, in the courts, insurance companies, ethical
committees on different levels, not to mention the sys-
tems of healthcare and education. Even today, they, the
experts can have their input to the draft law of the Re-
public of Armenia on Healthcare.

The main conclusion we draw from the above mentio-
ned is as follows: unfortunately, practical mechanisms of
ethical and legal regulation in the field of biomedicine
are not existent. Of course, forms of moral and legal cont-
rol bear national specifics and could not be viewed inde-
pendent of ethno-cultural tradition of a concrete nation.
Armenia has rich experience and ancient history in the
field of medicinal ethics. Therefore, when we talk about
bioethics development in Armenia, by all means, should
consider peculiarities of the national identity and natio-
nal legislation. At the same time, universal norms and prin-
ciples of bioethics are successfully applied in many count-
ries of the world. Since Armenia is a part of the global
and of the European communities in particular, I am con-
fident that my country sooner or later will sign such an
important document as the Oviedo Convention is.
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The Republic of Croatia started to follow the work of the
Steering Committee on Bioethics (CDBI) as an observer
in 1995 when it was entrusted with elaborating the first
framework convention on bioethical issues. The Repub-
lic of Croatia joined membership of the Council of Euro-
pe on 6 November 1996 and assumed an active role in
the drafting process that resulted in the adoption of the
Convention for the protection of human rights and digni-
ty of human beings with regard to the application of bio-
logy and medicine: the Convention on Human Rights and
Biomedicine on November 19, 1997, or the Oviedo Con-
vention. It entered into force ten yeas ago - on December
1, 1999, and started out as the first legally binding instru-
ment in this field that connects human rights and bio-
medicine. The last decade of its existence and implemen-
tation is an appropriate time frame to assess its influence
in harmonization legal standards in this field at the
national and international levels. At the international le-
vel the Oviedo convention has produced an important
impact on standards in the same filed adopted by other
organizations like the UN and UNESCO.

We will focus on its impact at the national level in the
Republic of Croatia. The Republic of Croatia started the
process of its acceptance by signing the Oviedo Conven-
tion and the Additional Protocol on the Prohibition of
Cloning of Human Beings in Budapest, Hungary, on May
7, 1999. The ratification process required more time and
the Croatian Parliament ratified the Oviedo Convention
and the Additional Protocol on the Prohibition of Clo-
ning Human Beings on July 14, 2003. It also ratified the
Additional Protocol to the Convention on Transplanta-
tion of Organs and Tissues of Human Origin that had been
adopted while the process of ratification was ongoing (1).

Since its ratification in 2003 and the publication of its
translated text in the Official Gazette, the Oviedo Con-
vention has formed part of the internal legal system of
the Republic of Croatia with legal effect stronger than
national law. Article 140 of the Croatian Constitution (2)

declares: ,International agreements concluded and rati-
fied in accordance with the Constitution and made pub-
lic, and which are in force, shall be part of the internal
legal order of the Republic of Croatia and shall be above
Iaw in terms of their legal effects.”

Courts apply international treaties directly when they de-
cide on issues concerning the protection of human rights
of an individual. Article 5 of the Courts Act (3) provides:
,Courts rule according to the Constitution and the laws.
Courts also rule according to the international treaties
which are part of Croatian legal order.“

Upon its ratification, the Republic of Croatia made one
reservation regarding Article 20 of the Convention on
Human Rights and Biomedicine dealing with the protec-
tion of persons not able to consent to organ removal.
Croatia made its reservation to this article, because in the
Republic of Croatia the removal of regenerative tissue
(like bone marrow) is permitted in the cases of donation
from a minor to parents by the Law on Retrieval and Trans-
plantation of Human Body Parts for Medical Treatment
as amended in 2009 (4).

In the Republic of Croatia numerous laws have been
adopted after the ratification of the Oviedo Convention
and its Additional Protocols. In the legislative process
they are aligned with the relevant provisions of the
Oviedo Convention. In some cases national law provi-
sions replicate or reflect certain provisions from the Ovie-
do Convention.

For example, the 2004 Law on Protection of Patients’
Rights (5) also reaffirms the basic principles of the Con-
vention with the introduction of informed consent as an
essential prerequisite to any medical procedure except
in emergency cases, with the protection of privacy and
the right to information and the protection of the pa-
tients participating in medical research. Article 16 and
Article 17 of the Convention regarding the protection of
persons participating in medical research have been fully
replicated in this law.

As a way of implementing specific provisions of the
Additional Protocol to the Convention on the Prohibi-
tion of Cloning Human Beings we could mention the
adoption of the 2004 amendments to the Criminal Code
(6) that sanction the cloning of human beings. This new
provision reaffirms the prohibition of the cloning of hu-
man being as provided in the Additional Protocol to the
Convention on Human Rights and Biomedicine, on the
Prohibition of Cloning Human Beings, and it additionally
provides for a prison term sanction for a perpetrator of
such a crime.

Another example is the 1997 Law on the Protection of
Persons with Mental Disorders (7) and its amendments
that replicate Article 7 of the Convention entitled “Pro-
tection of persons who have a mental disorder”, stating
the following: “Subject to protective conditions prescri-
bed by law, including supervisory, control and appeal
procedures, a person who has a mental disorder of a seri-
ous nature may be subjected, without his or her consent,
to an intervention aimed at treating his or her mental dis-
order only where, without such treatment, serious harm
is likely to result to his or her health.”

Even if they are not yet ratified, instruments like the Addi-
tional protocol to the Convention on Human Rights and
Biomedicine concerning biomedical research have influ-
enced national legislation. For example, the Republic of
Croatia adopted in 2007 the new Law on Drugs and the
Regulations on Clinical Research and Good Clinical Prac-
tice (8, 9) which is in line with this Protocol although it
has not yet been ratified by the Croatian Parliament.
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The impact of the Oviedo Convention is also visible in
more general human rights legislation like the Croatian
Anti-discrimination Law (10), which entered into force
on January 1% 2009. This law prohibits various forms of
discrimination in different areas of life, including expres-
sly prohibiting discrimination on the ground of genetic
heritage. With this provision of the Anti-discrimination
Law Croatia has introduced Oviedo Convention standard
in its Anti-discrimination Law confirming the prohibition
of discrimination against human beings on the ground of
genetic heritage as a human rights standard.

The last example of the impact of the Oviedo Convention
is adoption of the new Law on Medical Fertilization (11).
Some articles of this Law replicate the standards contai-
ned in the Oviedo Convention, like Article 20 that provi-
des for the prohibition of sex selection except in cases of
severe genetic disorders, and Article 31 that provides for
an explicit prohibition of the creation of embryos for re-
search purposes.

In conclusion, the Oviedo Convention and its two Addi-
tional Protocols ratified by the Republic of Croatia are
incorporated in the Croatian legal system and replicated
in different implementing laws. The other two Additio-
nal Protocols, namely the Additional Protocol on Biome-
dical Research and the Additional Protocol concerning
Genetic Testing for Health Purposes, that are still awai-
ting the ratification process, are taken into consideration
when legislation on similar matter is drafted.

At the level of the Council of Europe we could conclude
that the Oviedo Convention and its Additional Protocols
set new standards in this field of human rights and bio-
medicine. The next step should be their increased accep-
tance by the Member States of the Council of Europe
what would result in a greater harmonization of national
standards in this field. At the same time, stronger focus
on its implementation is needed, and elaboration of the
reporting and monitoring process could be envisaged by
the Steering Committee on Bioethics in the next decade.
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The system of ethics review boards was created in Esto-
nia in 1990. The national ethics council, Estonian Coun-
cil on Bioethics was established in April 1998 with the
help of Council of Europe via DEBRA programme. Du-
ring the DEBRA programme, three seminars (two in 1998
and one in 2003) were organised in Tartu for physicians
and for other people who were involved in the field of
biomedical research. Among the topics addressed were
role and function of ethical review boards, research on
children, and the relationship of bioethics and law. Each
seminar had more than hundred participants.

Estonia signed the Oviedo convention in April 1997, and
ratified it in December 2001. The additional protocol on
the Prohibition of Cloning of Human Beings was signed
in January 1998, and ratified in December 2001. The ad-
ditional protocol concerning Transplantation of Organs
and Tissues of Human Origin was signed in January 2002,
and ratified in July 2003. The two other additional proto-
cols, i.e. the Additional Protocol concerning Biomedical
Research and concerning Genetic Testing for Health Pur-
poses, have not been signed and ratified in Estonia. In
the light of that, it is justified to say that the Oviedo Con-
vention and its additional protocols have had direct im-
pact on Estonian legal framework. The additional proto-
col concerning transplantation of organs and tissues of
human origin was the bases for our Transplantation and
Organ Tissues Act, adopted in 2002. The Penal Code was
also amended in 2002, according to it human cloning is
forbidden now (Article 130).

The convention and the ratified additional protocols ha-
ve been translated into Estonian with the help of the
Council of Europe. The documents have been also pub-
lished in Estonian and the publication has been widely
distributed among medical people.

To introduce the convention and its additional protocols,
there have been papers published in local scientific medi-
cal journals; the issue has also been under discussion du-
ring postgraduate training courses on bioethics.

In order to systematically develop the activities of ethical
review boards in Estonia, seminars for members of the
ethics review boards take place regularly once a year.
The cooperation with other Baltic countries has been es-
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tablished also, and to implement bioethics into practice,
clinical ethics committees have been established in two
major hospitals in Estonia.

The 1990s were the period of rapid change and integra-
tion. Estonia took over many documents issued by the
Council of Europe. At present, nearly all documents
which could be integrated into the legal system, have
been already integrated and therefore the role of the
Council of Europe has diminished. The fact that from
2004 Estonia belongs to the EU probably plays an impor-
tant role as well.

The two latest additional protocols, i.e. those concerning
biomedical research and genetic testing for health pur-
poses, have not been signed and ratified because it has
not been considered to be a priority at the political level.
There is no legal incompatibility with the Estonian legal
framework, and the Estonian Council on Bioethics has
made a proposal to the Minister of Social Affairs to start
the signing and ratification process of the two additional
protocols concerning biomedical research and genetic
testing for health purposes. Signing and ratifying the
additional protocol concerning biomedical research
would be especially important, because the scientific
research in Estonia should be regulated better. There are
laws regulating clinical trials and research on human
genes, but not other human subject research. Situation
like this cannot be satisfactory and therefore the national
council has started the process of signing and ratifying
the additional protocol concerning biomedical research.
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IMPLEMENTATION BY THE REPUBLIC
OF MOLDOVA OF THE CONVENTION
ON HUMAN RIGHTS AND BIOMEDICINE
AND THE ADDITIONAL PROTOCOLS

TO THE CONVENTION

Igor Codreanu

Center of Dialysis and Kidney Transplantation,
Republican Clinical Hospital,Chisinau, Moldova

Founded in 1949, the Council of Europe is the oldest and
largest of all European institutions and now numbers 47
member states. One of its founding principles is that of
increasing co-operation between member states to imp-
rove the quality of life for all European citizens. Within
this context of intergovernmental co-operation in the
field of health, the Council of Europe has consistently se-
lected ethical problems to study. Taking into account

that the aim of the Council of Europe is the achievement
of greater unity between its members and that one of the
methods by which this aim is pursued is the maintenance
and further realization of human rights and fundamental
freedoms, the Republic of Moldova decided to take in its
internal laws the necessary measures to give effect to the
provisions of the Oviedo Convention.

The Council of Europe Convention for the Protection of
Human Rights and Dignity of the Human Being with re-
gard to the Application of Biology and Medicine: Con-
vention on Human Rights and Biomedicine concluded on
4th of April 1997at Oviedo (Asturias), was signed by the
Republic of Moldova on 06™ of May 1997. The Conven-
tion was ratified19'" of July 2002 with the following sta-
tement: “In accordance with the article 35 of the Con-
vention, The Republic of Moldova declares that until the
reestablishment of the territorial integrity of the state,
the stipulations of the Convention could be applied only
in the territories controlled by the Government of the
Republic of Moldova”. The Convention entered into for-
ce in the Republic of Moldova on the 01* of March 2003.

Taking into consideration the necessity of better imple-
mentation of the Convention stipulations the Council of
Europe decided to adopt the Additional Protocols, as fol-
lows:

The Additional Protocol to the Convention on Human
Rights and Biomedicine, on the Prohibition of Cloning
Human Beings was adopted by the Council of Europe
and signed by the Republic of Moldova in Paris, on 12%
of January 1998. The Additional Protocol was ratified by
the Republic of Moldova on19™ of July 2002 and entered
into force in the Republic of Moldova on the 01° of
March 2003. In the context of implementation of the
mentioned Additional Protocol, art.144 of the Penal Co-
de of the Republic of Moldova on Cloning which stipu-
lates that human being creation by cloning is punished
with prison as well as, point 6 art.9 of the law nr.185,
dated 24.05.2001 of the Republic of Moldova on repro-
ductive health care and family planning which stipulates
that it is prohibited the use of sexual cells and embryos
with the purpose of human being cloning, are in corres-
pondence with its provisions.

The Additional Protocol to the Convention on Human
Rights and Biomedicine, on Transplantation of Organs
and Tissues of Human Origin was adopted by the Coun-
cil of Europe at Strasburg on 24™ of January 2002 and
signed by the Republic of Moldova on 08" of February
2007. The Additional Protocol was ratified on 06" of De-
cember 2007. The Additional protocol entered into force
in the Republic of Moldova on the 01* of June 2008.

Further to the ratification of the Additional Protocol and
the request of the Republic of Moldova authorities, the
Council of Europe Steering Committee on Bioethics
(CDBI) in collaboration with the European Committee
(Partial Agreement) on Organ Transplantation (CD-P-TO)
organized on 03-04 of July 2008 in Chisinau a seminar on
“Ethical and organizational aspects of organ transplanta-
tion” with the participation of Mr. Alexander VLADY-
CHENKO, Director General of Social Cohesion, Council
of Europe and Dr Larisa CATRINICI, Minister of Health,
Republic of Moldova. During the seminar the Council of
Europe experts in collaboration with the local transplant
professionals set up an action plan for the next 3 years to
support the implementation of the stipulation of the
Additional Protocol and newly adopted Transplant Law
and set up the Transplant Agency in the Republic of Mol-
dova. The Parliament of the Republic of Moldova adop-
ted the law nr.42 dated March 6, 2008 on ‘Transplantation
of human organs, tissues and cells” according to the
Additional Protocol recommendations and principles.
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The Additional Protocol to the Convention on Human
Rights and Biomedicine, concerning Genetic Testing for
Health Purposes was adopted by the Council of Europe
in Strasburg on 27™ of November 2008 and signed by the
permanent Representative of the Republic of Moldova to
the Council of Europe on 11" of November 2008.

The Additional Protocol to the Convention on Human
Rights and Biomedicine, concerning Biomedical Re-
search was adopted by the Council of Europe in Stras-
bourg on 25™ of January 2005 and signed by the Republic
of Moldova. National Committee of Ethics for clinical trials
is in charge of information, referral, coordination, re-
porting and guidance of clinical trials and biomedical
practice. National Committee of Ethics for clinical trials
is set by the Ministry of Health. The ,Regulation on Na-
tional Committee of Ethics for clinical trials” was pre-
pared in accordance with The Additional Protocol to the
Convention on Human Rights and Biomedicine, concer-
ning Biomedical Research. In accordance with Article 14
of Law No. 263 of 27. 10. 2005. "The patients’ rights and
responsibilities” and the rules of Good Clinical Practice
the decision of the National Committee of Ethics for clini-
cal trials is binding. The Committee is established as an
autonomous organization and is operating under a rule
approved by the Government. In Moldova, the National
Committee of Ethics for clinical trials is an independent
authority, including members working in health area and
those outside the mentioned area, whose responsibility
is to protect the rights, safety and welfare of human sub-
jects included in the trial, and to serve society as a guaran-
tee of such protection, including the examination, ap-
proval of the study protocol, investigators applications,
research centers (clinical bases), and the materials and
methods for obtaining and documenting informed con-
sent of the participants.
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ACTIVITIES CONCERNING SIGNING,
RATIFICATION, IMPACT ON LEGISLATION
AND PRACTICES OF THE OVIEDO
CONVENTION AND ITS PROTOCOLS

IN MONTENEGRO

Omer Adzovic
Institut za bolesti djece, Podgorica, Montenegro

In the period until May 21* 2006, when Montenegro was
in the state union with Serbia, Oviedo convention was
signed. New Healthcare and Health insurance laws alig-
ned with the latest of medical standards, including the
standards of Oviedo convention, were adopted, which enab-
led the following legislation in the field of healthcare. In
this period, the Law on protection of persons with men-
tal disabilities was also adopted, in alignment with the
Convention, its protocols and related CDBI documents.

After gaining independence on May 21% 2006, having a
commitment towards an overall development and pros-
perity of our nation, including accession to the European
Union, the new Constitution was ratified in the year of
2007, in accordance with the high democratic standards
of Europe and developed world, which provided consti-
tutional grounds for legislation aligned with the stan-
dards of EU.

Having in mind the importance of development of biolo-
gy and medicine and possible ethical problems and di-
lemmas we could encounter in practice, Article 27 of the
Constitution, which I will now read in its entirety, is con-
cerned with the field of bioethics:

Biomedicine

The right of a person and dignity of a human being
with regard to the application of biology and medi-
cine shall be guaranteed.

Any intervention aimed at creating a human being
that is genetically identical to another human being
living or dead shall be prohibited.

It is prohibited to perform medical and other experi-
ments on human beings, without their permission.

This article gave the constitutional foundation for adop-
tion of laws in the field of medicine, genetics and biology
in general, in accordance with Oviedo convention and its
protocols. Process of ratification of Oviedo convention is
undergoing and it is expected it will be finalized some-
time early next year. Laws adopted in this period include
the Law on secure blood procurement for the medical
purposes, which is in its entirety aligned with the rele-
vant documents of the Council of Europe; also, the Law
on medical records procedure has been adopted, the
Law on abortion, etc.

Genetic procedures with the purpose of diagnostics, pre-
vention and treatment are being conducted in Monte-
negro. Two private and one public medical facility con-
duct methods of medically assisted procreation, and that
is why we worked hard in last year to prepare a draft law
on assisted procreation. The bill is currently in legislative
procedure, and its adoption now is a matter of days. Also,
in procedure is the law on transplantation of human tis-
sues and organs. This law is particularly important, since
its adoption will for the first time thoroughly regulate
this field of medical practice.

The plans for this year also include the making of the law
on protection of genetic data, as well as the law on ob-
taining, safekeeping and use of biological material of hu-
man origin for health and research purposes.
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This legislation helps general healthcare reform in Mon-
tenegro, which should ultimately help implementation of
these laws. Healthcare reform has been conducted at the
primary level, as the institution of the “chosen medical
practitioner” has been established. The idea is that this
chosen doctor provides primary healthcare for the per-
sons that chose him. In the forthcoming period the
reform of the secondary and tertiary sector are planned.
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RATIFICATION OF THE OVIEDO CONVEN-
TION: WHAT ARE THE DIFFICULTIES?

Adam Fronczak
Ministry of Health, Warszawa, Poland

Ladies and Gentlemen,*

First of all let me congratulate the initiators and the hosts
of this conference on their efforts to organise the mee-
ting on the 10th anniversary of entry into force of the Con-
vention for the Protection of Human Rights and Dignity
of the Human Being with Regard to the Application of
Biology and Medicine known as the Convention on Hu-
man Rights and Biomedicine. This is a unique opportuni-
ty to discuss the main obstacles for the Convention to be
approved by these countries, which have so far had prob-
lems with application of the legal standards drafted in
this document.

As you know the Convention for the Protection of Hu-
man Rights and Dignity of the Human Being with Regard
to the Application of Biology and Medicine is today indis-
putably considered to be the most important European
level regulation pertaining to bioethics. The work on the
Convention lasted 6 years and was a result of a stormy
public debate involving scientists, lawyers, ethicists and
doctors. So much emotion was caused not only by very
difficult problems of medical and ethical nature, which
the creators of the Convention undertook to regulate,
but also by the fact that the document was to be of legal
nature, thus binding for the individual countries, despite
the fact that it referred to a fragile consensus in the do-
mains of science and ethics. It was the controversies re-
lated to theses provisions that resulted in the situation,
where some of countries of the Council of Europe have
not ratified or even signed the Convention to date.
However, taking into account all disadvantages and ad-

vantages of the provisions of the Convention, one should
consider reaching the international consensus on such
sensitive matters a great success.

The Republic of Poland signed the Oviedo Convention
and the Additional Protocol on Prohibition of Cloning
Human Beings on 7 May 1999. The remaining three addi-
tional protocols have not been signed. Until today the
Convention has not been ratified by Poland, primarily
due to the lack of scientific and ethical consensus on its
certain provisions. This does not mean however, that the
Polish government does not undertake efforts to achieve
such a consensus. In the light of the rapid progress of
biomedical technologies and related increasing legal and
ethical problems, the last years saw intensified efforts to
adapt Polish legislation related to medicine to the provi-
sions of the Oviedo Convention. The Group on Bioethi-
cal Convention attached to the President of the Council
of Ministers established last year presented - sometimes
alternative - recommendations pertaining to the condi-
tions that have to be met while adapting the Polish law to
the standards making it possible to ratify the Convention
on Biomedicine.

I will now refer briefly to the most important areas regu-
lated by the Convention and discuss them in the Polish
context.

As regards the protection of dignity and identity of hu-
man beings and the guarantee for all persons to have
their integrity respected, it should be stressed that the
protection of inherent dignity of any human being is the
basic principle in the preamble to the Constitution. Ar-
ticle 30 of the Constitution expresses ,the inherent and
inalienable human dignity“, which is ,the source of free-
dom and rights of human beings and citizens®, acknow-
ledging the sanctity of human dignity and putting an
obligation on the public authorities to protect and res-
pect it. The specific provisions of the Polish law lack the
key definitions for notions of a person or a human being.
This is not really a result of a deliberate decision of the
law maker, but rather of an absence of regulations in the
areas of genetics, medically assisted procreation, trans-
plantation of foetal tissues or the boundaries of admissi-
bility for scientific research on in vitro embryos, as well
as a complete ban on treating the human body or its
parts as a source of a material benefit. On the other hand
there are no obstacles to provide full and identical pro-
tection to both human being and person. This is the
direction in which the jurisprudence of the Supreme
Court and of the Constitutional Tribunal goes.

In case of a conflict, the interest and the welfare of the
human being prevail over the sole interest of science or
society. This principle, formulated in Article 2 of the
Convention applies primarily to scientific research. This
provision in fact confirms the principle that scientific
achievements and their most promising applications may
not infringe human rights. On the axiological level the
basic principle regulating the relationship between the
freedom of scientific research and the basic human rights
are regulated in the Constitution, which on one hand
proclaims the freedom of scientific research, and on the
other the dignity of all persons and respect for their free-
dom and privacy, as well as independence in taking deci-
sions on participation in experimental research. The pri-
macy of the human being is further confirmed in legal
provisions pertaining to medical experiments on hu-
mans.

The equitable access to health care of appropriate quality
is regulated by Article 68 of the Polish Constitution, pur-
suant to which all persons have the right to health care,
while the public authorities provide the equitable access
to health care services financed from public funds to all
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citizens, irrespective of their material status. These provi-
sions include the premise for respecting a certain level of
quality of medical services, certain necessary ,minimum
quality“, which facilitates realisation of this right, and
below which one could suspect infringement of the con-
stitutional guarantee. The implementation of this premi-
se is also dependent on existence of a number of specific
regulations. The existing legal system provides for a vast
majority of such criteria. The relevant standards have
been established as regards the qualifications of medical
personnel, the premises and equipment of health care
institutions. The relevant standards are established in the
codes of professional ethics of doctors, nurses and mid-
wives.

The principle of free and informed consent defines
autonomy of patients and means that nobody can be for-
ced to undergo any intervention without his or her con-
sent. According to the modern idea of a relationship be-
tween a doctor and a patient, the condition for the legali-
ty of medical activities is the prior informed consent of a
patient to medical intervention. The idea of consent con-
sists of three separate, but equally important components.
Firstly, the consent is only valid when the person who
has given it has the capacity to perform acts in law. Se-
condly, the consent must be preceded by providing ap-
propriate information as to the purpose and nature of
the intervention as well as on its consequences. Thirdly,
the consent must be given voluntarily. The notion of
informed consent has been introduced to the Polish legal
system through the Act on health care institutions pro-
viding that patients have the right to give consent to spe-
cific health services or to deny them, having received rele-
vant information. The following expressions are of key
importance here: consent to specitic health services and
relevant information. In other words the consent must
be clear, refer to very specific treatment and be based on ex-
tensive and comprehensible information and explana-
tions provided by a doctor. As regards high-risk interven-
tions, the Polish law requires the consent to be given in
writing. Pursuant to the relevant Act a doctor may per-
form an operation or apply treatment or diagnostic
method resulting in an increased risk for a patient after
receiving his or her written consent.

The Polish law does not have any detailed regulations in
the field of genetics. The prohibition of discrimination
based on genetic characteristics is contained in Article 21
of the EU Charter of Fundamental Rights. Apart from
international documents binding for Poland, the general
prohibition of discrimination based on any grounds in
political, social and economic spheres is proclaimed by
Article 32 of the Constitution. According to the Polish
law the genetic interventions, including predictive tests,
may be carried out in Poland without limitations. This
includes out-of-health-domain interventions. The only
exception is a prohibition on carrying out genetic tests
or using its results for insurance purposes. In the light of
the absence of other national regulations in the field of
genetics and medically assisted procreation, the prohibi-
tion of performing genetic interventions for purposes
other than health related and the prohibition of modify-
ing reproductive cells intended for impregnation may
not be directly applied in Poland. Further efforts in this
field are thus necessary.

The basic principles referring to experimental research
on human beings are contained in the Polish Constitu-
tion, which on one hand proclaims the freedom of scien-
tific research and on the other freedom of all persons
and the respect for autonomous decisions on participa-
tion in scientific experiments. Furthermore, Article 7 of
the International Covenant on Civic and Political Rights
binding to Poland prohibits any medical or scientific

experiments without a voluntary consent of a partici-
pant. More detailed solutions are provided in the Act on
the profession of a physician. Its regulations clearly point
to admissibility of medical experiments (related to treat-
ment or research) but with limitation resulting from the
requirements to protect the rights of participating per-
sons. Sometimes these provisions are not fully coherent.

So far the questions related to in vitro fertilisation have
not been regulated in the Polish law. The only reference
to this problem in legislation is made by exclusion of this
health service from public financing. There is an on-
going debate in Poland on admissibility and principles
for procreation assisted by this method. Varying and of-
ten mutually exclusive approaches to this problem can
be found in this discussion - from a complete ban on in
vitro fertilisation through introduction of legal limita-
tions (more or less restrictive) for application of this pro-
cedure to providing the possibility of extensive applica-
tion of this method with guarantees for financing these
services from public funds. The assessment of this ques-
tion is significantly influenced by the position of the
Catholic Church, which unlike other Christian churches
opposes this method of treating infertility. It should be
stressed, that Article 53 of the Polish Constitution gua-
rantees the freedom of conscience and religion to all citi-
zens, and therefore this position cannot be conclusive.

As regards the questions related to transplantations of
cells, tissues and organs it may be concluded, that the
provisions of the Bioethics Convention and the Polish
law are based on the same axiological system. Pursuant
to the Act of 1 July 2005 on collection, storage and trans-
plantation of cells, tissues and organs, cells, tissues and
organs may be collected from a deceased person, if one
did not express objection before death. In case of per-
sons who do not have the full capacity to perform acts in
law (for example minors) the objection may be expres-
sed by their parents or guardians. Polish provisions re-
quire consent to be given each time by a living donor of
cells, tissues and organs. Consent for giving this biologi-
cal material by a living donor who is not related or mar-
ried to the beneficiary must be granted by a court in the
presence of specific personal reasons. Polish law expres-
ses the principle that no payment or other benefit may
be either demanded or accepted for cells, tissues and or-
gans collected from a donor.

Ladies and Gentlemen,

The legal solutions I have presented are only a starting
point in the process of adapting Polish legislation to the
standards laid down by the Convention for the Protec-
tion of Human Rights and Dignity of the Human Being
with Regard to the Application of Biology and Medicine.
I do hope that soon the significant efforts undertaken by
individual countries in order to regulate these extremely
sensitive domains of science and medicine will bring sa-
tisfactory results. It is particularly important in the times
of rapid technological progress in medical sciences, when
the legal and ethical solutions lag behind these changes.

Thank you for your attention.

* Text of the speech given by Mr. A. Fronczak during the Working Session
IIT of the conference.
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THE IMPACT OF OVIEDO CONVENTION
ON THE LEGISLATION AND PRACTICES
IN ROMANIA

Cristina Gavrilovici

University of Medicine and Pharmacy Gr. T. Popa,
Iasi, Romania

At this present moment Romania is a transitional country.
From an ethical standpoint, this means that our society
did not entirely define a set a values, but still “borrow”
the western values, in our eagerness to catch up with all
that we have lost during the half of the century of com-
munism. Thus, Romania has very quickly adopted many
EU directives and recommendations even when it was
not EU country.

Romania has signed and ratified the Oviedo convention
(OC), which became a Romanian law in 2001 (law no 17
regarding the ratification of Oviedo Convention for the
protection of Human Rights and dignity of the human
being with regard to the application of biology and medi-
cine and the first additional protocol regarding human
cloning; the other three protocols are still pending). Ever
since, the Oviedo Convention represented the “starting
point” for many Romanian medical laws and a key refe-
rence for Romanian medical ethics. This is why we con-
sider that OC has a great impact on Romanian legisla-
tions.

Almost every chapter of the OC represents a foundation
for several Romanian Laws. Some general principles
from the Chapter 1, such as the primacy of the human
being have been introduced in the latest version of Ro-
manian Civil Code (law of Romanian Civil Code, 17. 07.
2009) that particularly emphasize the respect of human
beings and their rights, including the right to a good
health and integrity (section 2 and 3 from the Civil
Code).

Chapter 2 from OC, regarding the issue of “consent” is
highlighted in Romanian deontology code (for physi-
cians and nurses) (last revision 30.08.2008), in Law no
46/ 21.01.2003: Romanian patients’ rights law and Law
487/2002: the law of mental health and protection of
people with mental health.

Chapter 3 from OC, regarding the protection of private
life and right to information is transformed into Law
677/12.12.2001 regarding the protection of persons in
relation to personal data and the free circulation of these
data and Law 584/29.10.2002 regarding the prevention
of HIV/AIDS and protection of AIDS/HIV infected people

(due to a large number of HIV infected children through
horizontal transmission, Romania is one of the few count-
ries that promulgated a law entirely designed to this dis-
ease and its social consequences).

Chapter 4, regarding the human genome did not pro-
duce a specific law on genetics. The only reference to this
subject is related to the unacceptability of any eugenic
practices, as it is stipulated in the Civil Code (in art 62-63
about potential intervention over the genetic traits). Ro-
mania did not ratify yet the additional protocol regarding
genetic testing, but this is pending to promulgation.

Chapter 5 regarding the scientific research has produced
the Law no 206/ 27.05.2004: Romanian research law and
“The decision regarding the authorization of clinical trials
(non-interventional)”.

Chapter 6 regarding transplantation created the ground-
work for Law 46: Romanian transplantation law.

As we can see, the impact for legislation is strong enough,
and the good part is that many, if not all medical legisla-
tion in Romania has an ethical part or ethical impact.

However, the impact for practices is not as great. This is
mainly because there is still a big gap between legislation
and practice. Clinical ethics consultations are not a com-
mon practice in Romania, even if, officially there are bio-
ethics committees in almost all hospitals. On the other
hand, the functioning of research ethics committees is
much better, all studies on human subjects or animals
being scrutinized by this committee. Unfortunately not
all Romanian research institutes have people trained in
bioethics.

Regarding the implementation of transplantation law in-
to practice, this has been the subject of hot debates, open
to public as well. Our law is based on a clear opt-in sys-
tem. However, regarding the cadaveric organ harvesting,
article 7 from our transplantation law mentioned that
physicians can proceed to organ removal from a dead bo-
dy without family consent if no relative is found after the
brain death has been declared. Since this article was con-
sidered as a slippery slope towards an ‘opting out’ sys-
tem, the law has been retracted and now it is still pending.

In conclusion, we appreciate that it is easier to write a
law than to implement a practice and we need programs
to evaluate the implementation of ethical consultations
and we need to further develop ethical teaching among
persons who sit in ethical committees.

Oviedo Convention represents a launch for many ethical
debates, and even if some disagreements still persist at
the global international level, we need to move forward,
not to reach consensus, but to respect diversity and look
for harmonization as much as we can.
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BIOETHICS IN SERBIA AND THE OVIEDO
CONVENTION AND ITS ADDITIONAL
PROTOCOLS

Zvonko Magic, Hajrija Mujovic-Zornic,
Dragoslav Marinkovic

National Committee for Bioethics of the UNESCO
Commission of Serbia, Belgrade, Serbia

Introduction

Political and economical sanctions until 2001. After that
economy had priority. Federal Government until 2000,
till that moment all the time two governments (Federal
and Republic): SFRY, Federal Republic of Yugoslavia, Ser-
bia and Montenegro, Serbia (2006): Serbia successor of
former Yugoslavia.

In October 2003, UNESCO Commission of Serbia and
Montenegro established the National Committee for
Bioethics, consisting of eleven members from Belgrade,
Novi Sad, Nis and Podgorica. Four of them were mem-
bers of the Serbian, one of the Montenegrin Academy of
Sciences and Arts, and six of them are professors at the
Faculties of Science, Medicine or Philosophy. Activities
of the Committee include:

application of the Declaration on Human Genetic Da-
ta with a survey of the situation in biomedical re-
search in scientific and medical centres;

active participation in preparations of the declaration
on the universal norms in bioethics (UNESCO/Paris
2004-2005);

participation in the initiative of UNESCO/ROSTE from
Venice to conduct comparable tests in Serbia, Slova-
kia and Macedonia (as model-countries) on the levels
of knowledge among medical practitioners about use
of molecular biology and genetics in medicine;

development of national legislation in the field of bio-
medical research.

The Committee is a member of the International Bio-
ethics Committee (IBC) and of the Intergovernmental
Bioethics Committee (IGBC) of UNESCO. At the 8"
COMETH meeting in Dubrovnik (May 2005), we joined
the thirty National Ethics Committees of the European
Council, and accepted the Convention for the protection
of human rights and dignity of the human being with
regards to the application of biology and medicine (Ovie-
do, 1997), as well as its additional Protocols.

From the spring of the year 2006, due to the change of
the status of our State, the Committee changed its name
to the National Committee for Bioethics of UNESCO
Commission of Serbia. At present, it has 16 members,
among them five academicians, eight university profes-
sors and three scientific counsellors, as representatives
from different towns and fields of bio-medicine.

Activities of the National Committee
for Bioethics

1. Bioethics in Science and Medicine. Under this title, the
Committee organized a symposium with international
participation at the Serbian Academy of Science and Arts
in October 2006 - almost 200 participants were present.
Program of the meeting included following topics: Decla-
ration on genetic data, Convention on human rights and
biomedicine, ethical aspects of investigation and use of
genetically modified plants, ethical standards in scientific

research, ethics of genetic counselling, public and physi-
cians’ awareness of genetic testing, bioethics at medical
faculties and in health institutions in Serbia, ethical as-
pects of national bio-safety council issues, molecular bio-
technology - ethical challenge of the 21* century, recom-
mendations for legislation of genetic testing in science
and medicine.

We applied to our Ministry of Health and Ministry of
Science with suggestions that basic principles of bio-
ethics have to be included into existing laws in these
fields. One of the basic principles, that human cloning is
prohibited in our country, is now clearly stated in our
new Constitution of Republic of Serbia.

2. Awareness of genetic testing in Serbia and Monte-
negro. Investigation was performed in Serbia and in
Montenegro within the pilot program Public and physi-
cian awareness of genetic testing in ethnically diverse
populations (PPAGET project) that was addressed to the
lay public as potential users of gene tests and aimed to
estimate general population willingness to participate in
genetic testing; and to the general practitioners (GPs) to
estimate knowledge concerning the availability and use
of genetic testing and genetic counselling. Two different
questionnaires were used: 1. for the lay public (19 ques-
tions - 865 questionnaires were collected) and 2. for the
GPs (21 questions - 283 questionnaires were collected (par-
ticipation from Serbia & Montenegro, Slovakia, FYR Mace-
donia, Greece and Italy under the supervision of UNES-
CO-ROSTE (Regional Bureau for Science in Europe).

Following conclusions were made from the data thus
obtained: Physicians in the primary health care system
are lacking basic knowledge about the medical genetics.
There is no organized system for receiving the informa-
tion on such topics. They are willing to refer their pa-
tients, but there is no adequate information about the pro-
tocols, referral system, insurance etc. Almost half did not
give correct answer to specific questions, e.g. on how au-
tosomal recessive diseases are inherited, or whether Down’s
syndrome is an inborn or an inherited disease. With in-
creasing time interval from the graduation, the GPs’ know-
ledge about medical genetics significantly decreases.

3. As a result of this project, UNESCO has accepted the
next project entitled GenEduNet (Genetic Education
Network) aimed to present basic knowledge from hu-
man genetics (experts from genetics) to the medical doc-
tors in different countries from Europe, Africa and Asia.
First meeting was held in July 2008 in Belgrade with 160
participants.

4. The Council of Europe Bioethical Instruments and
Promotion of Research Ethics in Serbia. On June 28 - 29,
2007, a bilateral meeting of the specialists from the Bio-
ethics Division of Health and Bioethics Department of
the Council of Europe and the representatives of the
National Committee for Bioethics of the UNESCO Com-
mission for Serbia was held at the Serbian Academy of
Sciences and Arts (bilateral meeting within the frame-
work of the Cooperation Programme to Strengthen the
Rule of Law - DEBRA). An overview of legal standards in
the field of human rights and biomedicine in Europe has
been presented by two members of the Steering Com-
mittee on Bioethics (CDBI), Professors Elmar Doppelfeld
(Germany) and Jozef Glasa (Slovakia), as designated
European experts. The overview of the state of imple-
mentation of the fundamental ethical principles in the
Serbian law and institutions was given by the members
of Serbian Bioethics Committee.

Following issues were dealt with within the meeting’s
program: activities of the Serbian Bioethics Committee,
the work of the Council of Europe in the field of bio-
ethics, additional protocol on biomedical research, re-
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view of the main legal and ethical issues with regard to
Serbian legislation, the UNESCO project of public and
physicians’ awareness on genetic testing in Serbia, ethics
in research and science and activities of the national
ethics committees. After meeting our Committee sent a
written request to the Ministry of Foreign Affairs and to
the Government of Serbia to ratify Oviedo Convention

Legislation

Nowadays, Serbia is in the situation to follow the examp-
le of developed countries, where the health care system
is focused on the subjects of the system and on due stan-
dards of quality services. Essential and optimal care is in
the function of the user, hence the patient's health and
rights are the general purpose of the whole system. Ha-
ving in mind that many European countries have acce-
ded to the codification of patient's rights through multiple
models (special law, charter, or under existing law), in
this direction went also Serbian legislator by adopting se-
veral important acts in the field of health care. Although
Serbia has a long tradition of health legislation, new laws
are the first requirement for necessary reformatory chan-
ges, which need to be comprehensive and to take into
account the needs in the area of health legislation. From
a wider context, numerous issues have their basis in con-
stitutionally guaranteed rights, penal law sanctions and
civil law provisions.

The Constitution of Serbia (2006) guarantees fundamen-
tal rights and health protection through its known princip-
les:

Human life is untouchable (Article 24)

Human dignity is untouchable and everyone shall be
obliged to respect and protect it (Article 23)

Physical and mental integrity is inviolable (Article 25)

Nobody may be subjected to torture, inhuman or
degrading treatment or punishment, nor subjected to
medical and other experiments without their free
consent (Article 25)

Protection of personal data shall be guaranteed
(Article 42)

All are equal facing the Constitution and law
(Article 21)

Attained level of human and minority rights may not
be reduced (Article 20)

Everyone have the right to protection of their mental
and physical health. (Article 68)

Health care for children, pregnant women, mothers
on maternity leave, single parents with children un-
der seven years of age and elderly persons shall be
provided from public budget unless it is provided in
some other manner in accordance with the law; Health
insurance; health care and establishing of health care
funds shall be regulated by the law (Article 68)

Everyone has the freedom to decide whether they
shall procreate or not. The Republic of Serbia shall
encourage parents to decide to have children and
assist them in this matter (Article 63)

The Constitution anticipates a new paragraph on the
prohibition of human cloning within the Right to life
provision (Article 24).

The Law on Health Care (2005) includes, for the first
time, some of the basic patients’ rights within a separate
chapter and introduces the institution of a Protector of
patients’ rights. The Act anticipates the most important
rights: self-determination, autonomy, inform consent, pri-

vacy, and the right to complain. A special provision re-
fers to the patient undergoing a medical experiment
(Article 38).

The law provides regulation of research on human beings.
The main objectives of the regulation are to establish a
Central Ethics Committee of Serbia (end of 2007) and
local ethics committees (at the Clinical Centres and Hos-
pitals).

Serbia has adopted new codes of professional ethics in
medicine (2007) and pharmacy (2001), as well as guide-
lines for good medical practice of primary health care.
However, there are still deficits in guidelines for other
medical fields.

The Law on public Health, blood transfusion, cell, tissue
and organ transplantation, and Assisted Medical Procrea-
tion (getting into force from January 1* 2010)

Conclusion

Regarding the specific laws in Serbia, the situation is still
unsatisfactory. The multiple importance of medical law is
still insufficiently understood. Way forward is not just in
the simple decisions on the new laws in this area, but at
the same time in the constant monitoring and re-shaping
the national legislation that will follow the European and
world trends in law. For instance, a law on patients’ rights
in Serbia would be an important step in the direction
towards increased patient protection, or a specific law
regulating the situation for mentally ill should be deve-
loped as soon as possible. Also, the patients’ ombudsman
should work in parallel with a complaint procedure.

At this point, there is a necessity of further harmoniza-
tion of Serbian domestic legislation with European regu-
lations that are indeed numerous in this area. In this per-
spective, it is also necessary for Serbia to join the Eu-
ropean Convention on Human Rights and Biomedicine.
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COUNTRY REPORT - SLOVAK REPUBLIC

Jozef Glasa, Helena Glasova

Institute of Medical Ethics and Bioethics n. f.
Bratislava, Slovak Republic

The fall of totalitarian regimes in the countries of Central
and Eastern Europe (CEE) in 1989/1990 paved the way
to an unprecedented political, social, economical and
cultural transition. For Slovakia, the Czech-Slovak ‘Velvet
Revolution’ of November 1989 started these changes.
Bioethics, discipline born anew or ‘imported’ from
abroad, has frequently been invited to contribute toward
the public debate beyond addressing the problems of
medicine, health policies and legislation. Its agenda has
been broadened to include the issues of family, social jus-
tice, environmental preservation and development, as
well as the pressing challenges of ongoing cultural and
moral change [1]. In Slovakia, bioethics was seen as an
important ingredient and means of fostering the first
serious health care reform attempt, prepared by the Slo-
vak Ministry of Health in the years 1990-1992. This atti-
tude of the Ministry created a fruitful atmosphere, in
which the first years of life of the ‘Slovakian bioethics’
were supportive and welcoming - the institutions of bio-
ethics were created and various activities, including bio-
ethics education and publishing, were developed [2].

Soon after, the new representatives of the Slovakian insti-
tutions became to attend the international meetings and
to work in various intergovernmental and international
commissions, including those of the Council of Europe.
This way Slovakia also started to take part in the regular
work and other activities of the Council of Europe com-
mittees, including the present CDBI (Steering Commit-
tee on Bioethics). The interest and enthusiasm of some of
those Slovakian representatives at CDBI was great enough
to enable sufficient flow of information in a country-
petal way, allowing for the necessary learning processes
and even enabling for some influence of the ideas and
work of CDBI at the national scene. Interestingly enough,
Slovakia was among the first countries to sign and ratify
the Oviedo Convention and its first Additional Protocol.

Similarly to the other countries in the CEE region, the
health care and biomedical research systems in Slovakia
were in a great need of structural reform. It should have
brought in an overall development and better quality,
but also a moral/ethical renewal deemed necessary after
more than 40-year period of the totalitarian ‘real socia-
lism’. Soon on, the need for an appropriate legislation
support of the reform efforts became obvious. So as was
the need for some guidance and professional support in
the situation, when badly needed qualified professionals
were still mostly recruited from the circles of ‘the old
guard’. Such ‘totalitarian conservativism’ allowed, some-
times, for almost bizarre interactions with the ‘new peop-
le’ returning from the quick and short study stays
abroad... In this situation, the activities, and later on also
the texts, including the legally binding Bioethics
Convention of Oviedo and its Protocols, prepared by
CoE structures, such as CDBI, became increasingly im-
portant.

In Slovakia, the first regional DEBRA ‘International Bio-
ethics Conference’ took place in 1991 (it was devoted to
the actual problems of medical ethics encountered in 4
participating CE countries - Slovakia, Czech Republic,
Hungary and Poland). Later on further DEBRA confe-
rences were held in Bratislava. Those were dealing with
problems in medical ethics education in Europe (1993),
family health and care (1995), health care under stress

(1998), ethics committees in CEE countries (1999),
ethics in human genetics (2001), and ethics support for
medical practice (2004).

An important promoter of bioethics development in Slo-
vakia in its early years was the Central Ethics Commit-tee
at the Ministry of Health (‘national’ EC; founded 1990).
Later on, the activities of the Chair of Medical Ethics (1991)
and still later on (1992) those of the Institute of Medical
Ethics and Bioethics (since 1994 - foundation; since
2004 - non-investment fund (n. f.)) became more promi-
nent, especially in education and research realms, as well
as in the international networking and collaboration.

The biomedical and health care legislations were sub-
stantially changed 3 times in the ‘post-November’ Slova-
kia (in 1992, 1997 and in 2004), besides the relatively
minor changes introduced within the process of legisla-
tion amendment. Though several legislation amend-
ments allowed introduction, or improvements of the le-
gal language inspired by the said CoE bioethics/bio-law
instruments, the most profound legislation change took
place in 2004. Then, a set of health care laws was pre-
pared by the Ministry of Health and adopted by the Slo-
vak Parliament. The preparation process of the new laws
was difficult and prolonged. It had to take into account
in the first place the legislative requirements of the ac-
cession process of Slovakia to EU. An active role in prepa-
ration and commenting on the new health legislation
had the Central Ethics Committee of the Ministry of
Health. This way, the drafting process of the legislation
had been informed by the provisions contained in the
relevant international bioethics instruments, among
those, in the first place, by the Oviedo Convention and
its Additional Protocols that were already available, or in
an advanced stage of the preparation.

Among the laws then adopted, the most important was
the Law No. 576/2004 Coll. on health care (later on many
times amended, but still valid). The law should be regar-
ded as the most important and comprehensive health care
and biomedical legal text in Slovakia, the other health
care laws, adopted together with it, deal with some more
specific areas (e.g. health care providers, health insu-
rance, etc.).

The law provides for the comprehensive legal framework
in which health care is provided, including conducting
of the biomedical research. The provisions contained in
the law were kept in full accordance with the Oviedo
Convention and its Protocols (the Slovak le-gislation sys-
tem provides that the Convention and its Protocols take
precedence over any of the Slovak laws that might be in
contradiction to it). The problems cove-red by the law
576/2004 include e.g. patients’ rights, ba-sic duties of the
health care professionals, system of the health care provi-
sion, biomedical research, informed con-sent, ethics com-
mittees, transplantation, sterilization, etc.

The impact of the Oviedo Convention and its Protocols
upon the development and improvement of good prac-
tices in Slovakia is difficult to assess exactly. No validated
studies were performed to this effect so far. However,
due to the comprehensive national legislation backing
and quite developed education system for health care
professionals in Slovakia (compulsory and state guaran-
teed), it can be said that the provisions of Oviedo Con-
vention - via the precepts of the national legislation and
other instruments - have been observed by the health
care professionals in an increasing manner and thus in-
fluenced positively the developments in this sector. A
study on details and processes of these developments might
be interesting to perform. Till the time the results of such
study are available, our conclusions are no more than ‘an
informed guess’.
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OVERVIEW OF THE COUNTRY REPORTS
PRESENTED AND THE CONFERENCE
CONCLUSIONS

Jozef Glasa

Institute of Medical Ethics and Bioethics n. f.
Bratislava, Slovak Republic

Introduction

Delegates from 13 CEE countries took part in the Inter-
national Bioethics Conference - Oviedo Convention in
Central and Eastern European Countries, which was held
in Bratislava (Slovakia) on September 24 - 25, 2009
(details at www.bioethics.sk). The meeting was prepared
by the Secretariat of the Steering Committee on Bio-
ethics (CDBI) of the Council of Europe (CoE), in collabo-
ration with the Slovak Ministry of Health, Slovak Medical
Association and the Institute of Medical Ethics and Bio-
ethics n. f. in Bratislava as a regional international confe-
rence under the CoE’s Program DEBRA.

The delegates were considering the characteristic traits
of the situation and major challenges these countries
face with regard to the area of biomedicine and health
care and to the striking transition processes in these sec-
tors and in general. Furthermore, they were looking into
possible contributions and impact Oviedo Convention
and its Additional Protocols may have had on the deve-
lopment of a novel biomedical and health care legislation,
as well as on the promotion and observance of the good
practices in their respective countries. Moreover, in pre-
paration for the conference, Secretariat of CDBI under-
took a special questionnaire survey on the relevant situa-
tions present in the CEE countries. The delegates were
also looking into the possible ways forward in the pro-
cesses of ratification and implementation of the Conven-
tion and its Protocols in their respective countries.

Situation in CEE Countries

In reporting and considering their respective countries’
situations, the delegates noted that there were both stri-
king differences and similarities/common traits present.
Importance of a country non/membership in the Eu-
ropean Union was also pointed out (it provides for many
of the said differences - economical, social, cultural, and
political). The similarities and differences were observed
also with regard to the signing/ratification processes of

the Convention and its Protocols in CEE countries. Most
of the countries experienced, or are still experiencing
complex transitions with regard to their political, eco-
nomical and cultural lives. The transition is present in
the countries in its various phases (early, medium, late,
‘soon after’). It may also work in different phases in dif-
ferent sectors of a particular country. Those transitions
were (and still may be) marked by unprecedented chan-
ges (social, cultural, economical, moral) that include/d
also serious attempts in bringing about successful health
care reforms (with varying degree of success/failure).
There was (and still is) a strong need to introduce, deve-
lop, or improve the good practices, as well as the per-
ceived necessity of a legal support of the reforms - past
and ongoing. It is seen as a pressing necessity in re/drafting
the various national legislations, and also to re/develop
the national ‘soft law’ documents (guidelines, recommen-
dations, codes of practice, standard procedures, etc.).

In struggling with the enormous demands posed by the
novelty of processes and tasks of their complex transi-
tion efforts, the CEE countries were offered and provi-
ded with a lot of professional/expert help. It was coming
from various international sources (e.g. European Com-
mission, Council of Europe, World Health Organization,
World Medical Association, various international organi-
zations, university centres - European and overseas (USA),
and international NGOs). In this, the legal expertise help
provided by the existence and subsequent development
of the Oviedo Convention and its Additional Protocols
was of a special importance.

Contribution of the Oviedo Convention
and its Additional Protocols

The delegates noted that the Oviedo Convention and its
Protocols had been an important resource in re/drafting
their own national health care and biomedical legisla-
tion. This resource should be seen not only in the texts
of the Convention and its Protocols, but equally impor-
tant have been the texts of Explanatory memoranda, re-
commendations, working and “white” papers, reviews, in-
vited papers, survey results and other materials prepared
by CDBI and its Secretariat. The regular and sometimes
personal continuous participation of the country repre-
sentatives in CDBI (CAHBI) work, especially in delibera-
tions and consultations during the preparatory processes
of CDBI materials and documents was pint pointed as a
very useful education and information opportunity.

The value of various activities (especially bilateral and
multilateral seminars and conferences) organised within
the CoE’s DEBRA Program was particularly emphasised.
It was also noted that several countries that had original-
ly benefitted from the DEBRA Program activities were
able, later on, take part in DEBRA activities in other CoE
member states.

The information and principles of the legal solutions
contained in the Convention, its Protocols, in recommen-
dations and various other materials prepared by CDBI, its
Secretariat and Working Parties have been used by the
CEE states in several modes, e.g. by: a) taking up the for-
mulations of the principles contained in the Conven-
tion/Protocols and their re/formulation into the count-
ry’s own legal language, b) taking portions of the texts
translated (almost unchanged) into the new national le-
gislation, c) using as a help in defining novel legal no-
tions/terms.

Interestingly, the existence of a feed back mechanism
was pointed out by some delegates: the CEE countries’
delegations contributions to CDBI (CAHBI) debates, in-
cluding the presentations of the countries’ legal solu-
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tions, influencing the CDBI debates on the newly pre-
pared texts.

The delegates identified as the most important issues, i.e.
those, where the Convention and its Protocols contribu-
tion was probably most substantive the following items:
protection of human dignity, human rights - rights of the
patient, informed consent, protection of persons not
able to consent, ethics of biomedical research, transplan-
tation, genetics - genetic tests for health purposes. They
also pin-pointed some important issues still missing in, or
dealt with insufficiently by the existing Convention and
its Protocols texts (especially at the legally binding level):
protection of the embryo, assisted reproduction, end-of-
life decisions, mental health, and also long list of the
newest or ‘emerging issues’ (e.g. nano-medicine, regene-
rative medicine, IT implants, human enhancement, etc.).

CEE Countries’ Needs

The delegates discussed also the more-less specific needs
of CEE countries in the area of biomedical and health
care legislation and good practices development and
implementation. The need to catch up with ‘the delays’
in their respective legislation developments and filling in
the gaps in drafting the legislation still missing was
underlined. Here, the Convention and its Protocols texts,
as well as the information in the explanatory memoranda
and preparatory materials and information may be espe-
cially helpful. Several delegates stressed the urgency to
develop the national legislations (legislation and/or the
‘soft law’) on the newer or ‘emerging’ issues in biomedi-
cine and health care (see above).

The successful implementation of the existing biome-
dical and health legislation in practice (i.e. developing and
implementing of the good practices, standard proce-
dures, ‘know how’, ‘producing’ well educated professio-
nals, education of public - ‘professional’ and general, edu-
cation of journalists, media, politicians, etc.) was seen as
an equally important and pressing need (in several count-
ries the problems in this respect were pointed out: “...the
existing legislation does not work...”).

In increasing the effectiveness of the national develop-
ment processes, sharing of the national experiences and
previously elaborated solutions (ethical/legal) was identi-
fied as another strong need. Several possibilities for the
CEE countries to work together were pin-pointed (e.g.
various forms of networking; development and sharing
of the databases of the relevant ‘know how’ and informa-
tion; meetings of experts/professionals; exchange of stu-
dents (including doctoral - postgraduate) and profes-
sionals, etc.).

Suggestions for the Future CDBI Work

In conclusion of their deliberations the countries’ delega-
tions tried to identify and formulate some suggestions
for future work of the Council of Europe - in particular
of the Steering Committee on Bioethics - in the biomedi-
cal and health area. In this respect, continuation of the

standard setting work of CDBI - especially on the ‘mis-
sing issues’ and ‘newer/newest issues’ - was strongly
advocated. Also CDBI continuation in the guidance pro-
ducing activities to enhance the implementation of al-
ready existing legal texts and recommendations was sup-
ported (such as e.g. the CoE’s Guide for Research Ethics
Committees). Further support for DEBRA program or for
similar CoE supported (and funded) regular activities
was seen as necessary (possible room for improvements
was indicated).

Delegates also advocated the need for a concrete support
of information activities aimed both at the professionals,
politicians, and at the general public - development of
novel approaches and use of contemporary and emer-
ging information technologies was strongly recommen-
ded. The already conducted collection of relevant docu-
mentation and information in the field was applauded,
but the need for further improvements was also articula-
ted - including the need of providing for the necessary
logistical and institutional support. This may possibly be
done more effectively by developing and increasing col-
laboration with other partners in the field, to avoid
duplicities and waste of precious resources (e.g. CoE and
EU collaboration within dedicated FP projects).

The idea of providing a better institutional support for
the research on bioethical/bio-law issues, especially with par-
ticipation of young investigators and with enhanced possi-
bilities for them to work at CoE and/or EU institutions and
at the leading European academic and research institu-
tions was supported by all delegations. The need for bet-
ter and increased abilities and opportunities of working
together/networking at the bilateral/multilateral, regional
levels, EU and CoE and Global level was understood as
basic pre-requisite for future work and development.

The most important common goal in this area, i.e. in the
biomedical ethics and bio-law, should be the develop-
ment of a possible ‘common European ethical space
/area’, enabling all European countries to face the ‘up-
coming new’ and ‘persisting old’ ethical challenges in the
biomedicine and health care sectors together.
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