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The Council of Europe and bioethics
The Council of Europe (CoE) is an intergovernmental organisation founded in 1949 which is composed of 47 member states. 

It works through cooperation between member states with a view towards:

- protecting human rights, pluralist democracy and the rule of law;   

- promoting awareness and encouraging the development of Europe's cultural identity and diversity; 

- finding common solutions to the challenges facing European society; 

- consolidating democratic stability in Europe by backing political, legislative and constitutional reform. 

The CoE has been active in the field of bioethics since the late 70’s. Activities in this field relate directly to the protection of fundamental rights – one of the main aims of the organisation.

The objective of the CoE bioethics activities is to ensure protection of human rights in the field biomedicine. The CoE has played a pioneering role at international level and has since then developed a substantial and unique legal corpus in this domain. 

An important step was reached in 1997 with the opening for signature of the Convention on Human Rights and Biomedicine (Oviedo Convention). This first legally binding instrument in this field has since then acquired reference value at the international level. 

It has to be acknowledged in this context that the well established cooperation mechanism within the CoE provided a privileged framework for the elaboration of a legally binding instrument such as the Oviedo Convention. However, there is no such mechanism at the global-level and thus the Oviedo Convention may never have an equivalent in this arena.  
The Convention on Human Rights and Biomedicine 

The Convention on Human Rights and Biomedicine opened for signature in 1997. It lays down principles for the protection of dignity and identity of all human beings, and the respect, without discrimination, of everyone’s integrity and other rights and fundamental freedoms with regard to the application of biology and medicine. It contains provisions that apply to daily medical practice and as such is referred to as the “European Patient Rights Treaty”. The Convention was also drafted in response to new challenges in biomedicine, brought about by technological, scientific, social and economic developments. It also includes provisions applying to specific fields, in particular genetics, transplantation and research involving intervention on persons. 
Some difficulties were encountered when elaborating the Convention:
legal difficulties linked in particular to the development of standards concerning a constantly evolving field; difficulties regarding such issues as research on persons not able to consent and questions concerning the human embryo; difficulties linked also to cultural differences concerning the role of the family or the person’s autonomy vs. social norms. 
Some of these difficulties remain, in particular those concerning the human embryo.  

However, despite these difficulties, agreement was reached on a whole set of principles presented in a legally binding instrument which remains unique at international level. 

As assessed at a conference organised in December 2009, on the occasion of the 10th anniversary of the entry into force of the Convention, this legal instrument had an important impact on both legislation and practices at national, regional and international levels. The Oviedo Convention has been used as an important and sometimes main reference for the preparation of a number of specific domestic laws on various topics in particular in new democracies in Central and Eastern Europe (e.g. patient’s rights, human organ and tissue donation and transplantation, mental health, biomedical research and biobanks). It provides a framework, for the protection of fundamental rights within which countries can develop their legislation. The topicality and the timelessness of the principles it lays down have been confirmed.
The Convention is referred to in several EU directives and is part of the ethical rules to be respected for EU research funding. Reference to the Oviedo Convention is also made in UN instruments, in particular the Declaration on Bioethics and Human Rights. 

The Oviedo Convention has been complemented by four additional Protocols that develop its principles in specific fields: prohibition of cloning of human beings, transplantation of organs and tissues of human origins, biomedical research and genetic testing for health purposes. The Oviedo Convention together with its Protocols form a unique legally binding corpus at international level.   

A European instrument based on universal values

The Oviedo Convention represents a formal agreement reached at European level on principles ensuring protection of fundamental rights in the field of biomedicine. 
However, the issues addressed in the Oviedo Convention are not only relevant in Europe and are also faced in other countries and their international dimension is always taken into account. Furthermore the human rights values which the Oviedo Convention aimed at protecting are also acknowledged outside the CoE member states’ territory and are considered to be universal. If the principles laid down in the Oviedo Convention represent an agreement at European level, they are also contributing to the general discussion on these issues at international level. Such agreement at “regional level” could provide a basis for initiative at global level. Such approach has been suggested in the current discussion on a possible legal instrument to fight organ trafficking, which was recommended in a joint UN–CoE study on this issue. 

Cooperation at international level … 

The universality of the values on which the work of the CoE is based, together with the international dimension of the issues addressed call for cooperation with non-European states. 

Cooperation with non-member states has always been integral part of the CoE working method. Non-European countries such as Australia, Canada, Israel, Japan and the United States of America have been participating as observers in the elaboration of the Convention and continue to be involved in CoE bioethics activities. The work carried out on biomedical research and on biobanks is a good example of such cooperation. The USA and Canada participated very actively in the elaboration of the legal instruments in this field, including at the level of the Working Group responsible for the preliminary drafts. Sharing experience and common consideration of the issues proved to be very effective. The same involvement of those countries in the re-examination of these texts is expected with a view to address issues faced in all countries with the objective of protecting shared values.    
The CoE is also cooperating particularly actively with the EU. The WHO, UNESCO and OECD are also participating in the work of the CoE and closer collaboration has also developed with them on specific issues and projects.  
and with civil society
Furthermore, non-governmental organisations representing the different fields concerned are also regularly consulted in the process of elaborating legal instruments. This participation of civil society is particularly important in the field of bioethics, where the issues addressed concern all citizens. 
Cooperation with the civil society is an integral part of the CoE, which is why it has set up a conference of the non-governmental organisations. 
This year, another step has been achieved with the establishment of a new strategy for the involvement of the civil society in the work of the organisation and for the promotion of the participation of civil society in decision making process at the national level. 
Work to continue
Scientific and technological developments in biomedicine have been and will continue to be a source of major progress for human health. But at the same time, concerns remain about the double-edged nature of some of these advances. When facing the challenges of this constantly evolving field, in which fundamental interests of people are directly involved, it is necessary to ensure that the benefits for individuals and societies prevail. 

The extremely fast pace at which such developments have taken place in recent decades renders this question particularly relevant and heightens the need to ensure the respect for individual rights and fundamental freedoms in the scientific and medical settings by defining general standards and rules. The CoE will therefore continue its standard-setting activities to complement, where appropriate, the legal corpus already developed. 

However, efforts will be increased with a view to facilitating implementation of adopted principles. This will be achieved through the development of specific tools as well as cooperation activities organised in member states to address specific difficulties encountered. 

These efforts will be accompanied by further cooperation with non-member states, other intergovernmental organisations at European and global levels, and with non-governmental organisations representing the different fields concerned as well as the civil society. 
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