ROTTERDAM, 10 December 2008
THE OVIEDO CONVENTION ON HUMAN RIGHTS AND BIOMEDICINE
I. INTRODUCTION
After World War II, many international treaties were negotiated with the aim of regulating relations not among states, as the case had been previously, but between states and their citizens. Since the Universal Declaration on Human Rights, proclaimed by the United Nations General Assembly in 1948 and constituting the leading reference text, treaties such as the International Covenant on Civil and Political Rights (1966), the Convention against Torture (1984) and the Convention on the Rights of the Child (1989) have helped to create a coherent international system of legally enshrined principles.
However, despite this solemn declaration of universal principles, there were many states which still infringed the principles at domestic level which they had undertaken to comply with at international level. However important they are, solemn acknowledgments of legal principles at universal level are not enough in themselves to ensure that these principles are actually observed. This being so, ways had to be found of making these standards effective and this gave rise to the idea of setting up parallel regional co-operation between states, one of whose tasks would be to put these rights into practice. In Europe, it was the Council of Europe and later the European Union which set about realising this goal. In this connection, the preamble of the European Convention on Human Rights (1950) sets itself the task of taking “the first steps for the collective enforcement of certain of the rights stated in the Universal Declaration”. The establishment of a European Court of Human Rights, with which citizens could lodge individual petitions, was undoubtedly the most emblematic measure that was taken in this respect.
Following the preparation from the 1980s onwards of a series of legally non-binding texts in the area of biomedicine, the question was raised both within the Parliamentary Assembly of the Council of Europe and at intergovernmental level, as to whether it might be appropriate to draw up a Convention on the subject. There were two aims: – firstly, to lay down the ethical and legal principles that apply to any medical act and, secondly, to identify a number of principles that could be applied to the new biomedical techniques.
II. THE CONVENTION AS AN INTERNATIONAL TREATY
The Convention, which was opened for signature in Oviedo (Spain) in April 1997, was the first legally binding international instrument in this area.

In its thinking, it retained a close kinship with the European Convention of Human Rights, from which it borrowed several key concepts and terms with the aim of preserving the coherence of the European legal system.

In structural terms, the Oviedo Convention is a framework convention, whose provisions are supposed to be built on by means of additional protocols, each dealing with a separate sphere of biomedical activity. To date, four additional protocols have been opened for signature: One prohibiting the cloning of human beings (1998), one on transplantation of organs and tissues of human origin (2002), one on biomedical research (2005) and one – the last one for the time being – on genetic testing 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.
The standards set out in the Convention are divided into two categories. The first establishes individual rights, which can be directly applied by the courts. The second is addressed to states, which are required to adopt the necessary domestic legislation to implement these standards.
Whether taking the form of individual rights or standards placing obligations on states, the provisions of the Convention are minimum requirements, which should be met in all cases. However, as is customary with such treaties and as stated in Article 27, states parties are at liberty to arrange more extensive protection.
Under Article 26.1, no restrictions may be placed on the exercise of the rights and protective provisions contained in this Convention other than such as are prescribed by law and are necessary in a democratic society in the interest of public safety, for the prevention of crime, for the protection of public health or for the protection of the rights and freedoms of others. These exceptions are similar to those set out in Article 29 of the Universal Declaration, although it is worth noting that the very broad aim of general welfare in society has been replaced by the more specific one of protecting public health. It should also be pointed out that the patient’s health is not mentioned as one of the potential reasons for an exception to be made. To avoid any misuse of this concept, the drafters of the text preferred to mention it only in the specific provisions to which there might be reason for it to apply.

The second paragraph of Article 26 singles out the provisions of the Convention on which no restrictions may be placed. Among them are those relating to non-discrimination and those protecting persons without the capacity to consent in the area of research or organ or tissue removal.

Furthermore, under Article 36, states may, when signing or ratifying the Convention, make reservations in respect of any particular provision of the Convention provided that no domestic law already in force is in conformity with the provision.

The Convention is supplemented by an explanatory report, which provides a summary of the preliminary work on the Convention. The report is not regarded as the one authentic interpretation of the provisions of the Convention but it does provide material likely to help with this interpretation.

 The European Court of Human Rights may be asked to give advisory opinions on legal questions connected with the interpretation of the Convention (Article 29).

III. THE CONVENTION AS A CHARTER OF PATIENTS’ FUNDAMENTAL RIGHTS
There are many international legal instruments whose aim is to set down principles which have been addressed extensively in medical writing and adopted by national legislation. The principles of medical law had been sufficiently well investigated from the 1950s and 1960s onwards for an international treaty of regional scope to codify them, even though there was still some way to go to get from theory to practice. One of the tasks attributed to the Oviedo Convention was to set down these principles and, by extension, to help to implement them. It is interesting to note what an obvious influence the Convention has had on the thrust and the content of domestic law, not just in the new member countries of central and eastern Europe who were in a process of democratisation and legal rebuilding, but also in western countries such as Spain and France. For example, the Spanish law of 2002 on patient autonomy and the French law of the same year on patients’ rights are clearly inspired by the thinking and the provisions of the Convention.

Academic theorists, particularly Anglo-Saxon ones, are in the habit of dividing the rules of medical ethics into four main principles: autonomy, confidentiality, beneficence/non-maleficence and justice. These principles, and some others, are elaborated on in the Convention. They are based on the broader notion of human dignity.
Protection of human dignity
Article 1 of the Universal Declaration of Human Rights states that all human beings are born in equal dignity. This principle of equal dignity is the root of the prohibition of discrimination, which is set out in Article 1 of the Convention and the more specific provisions of Article 11, under which any form of discrimination on grounds of a person’s genetic heritage is prohibited. Article 14 applies this principle in practice by prohibiting the use of medically assisted procreation techniques for the purpose of choosing a future child’s sex.

Under Article 21, the human body and its parts must not, as such, give rise to financial gain. This article, which takes up the traditional principle summed up in the expression res extra commercium (things outside of commerce), may have the effect of limiting the application of the autonomy principle in certain cases (for example by prohibiting the sale of organs or oocytes), but it has to be said that in a very large majority of cases, it protects those whose capacity for autonomy is already reduced by their vulnerability.

IV. THE BASIC PRINCIPLES OF THE REGULATION OF NEW BIOMEDICIAL TECHNIQUES
 In addition to codifying the ethical and legal principles that apply to any medical act, the Convention was also given the task of identifying a number of principles serving as the basis for the control of medical research and new biomedical techniques. The most innovative principle are contained in Chapter IV relating to the human genome.
Conclusion

The Oviedo Convention on Human Rights and Biomedicine 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, it was to identify a number of principles that could be applied to the new biomedical techniques.
The influence of the Convention in the first sphere is obvious from the legislative changes made since its negotiation by many countries in different parts of Europe. 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 Human Rights.

In the second sphere, the Convention and its additional protocols have yielded tangible results where it comes to laying down the rules for the protection of patients in the areas of medical research, the transplantation of organs and tissue and even genetics, despite the highly changing nature of this field. In the area of medically assisted procreation, the outcome has been less conclusive, as the additional protocol that was initially planned on the protection of the human embryo and foetus has never materialised. The question now is whether the ideological differences in this particularly sensitive area make it impossible for any agreement to be reached between countries, even among those which share the same values, or whether, despite these differences, agreement may be possible, if not on all aspects then at least on some specific issues.

