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Oviedo  Convention (1997) 

The Convention for the Protection of Human Rights and Dignity of the 
Human Being with regard to the Application of Biology and Medicine: 
Convention on Human Rights and Biomedicine (ETS No 164) was opened 
for signature on 4 April 1997 in Oviedo (Spain).

This Convention is the only international legally binding instrument on the 
protection of human rights in the biomedical field.  

It draws on the principles established by the European Convention on 
Human Rights, in the field of biology and medicine.



Oviedo Convention (1997)

• It is a framework Convention aiming at protecting the dignity and identity of 
all human beings and guarantee everyone, without discrimination, respect for 
their integrity and other rights and fundamental freedoms with regard to the 
application of biology and medicine.

• It sets out fundamental principles applicable to daily medical practice and is 
regarded as such at the European treaty on patient’s rights. It also deals 
specifically with biomedical research, genetics and transplantation of organ 
and tissues.

• The provisions of the Convention are further elaborated and complemented 
by Additional Protocols on specific subjects.



Oviedo Convention (1997)

• It is a treaty signed by the member states of the Council of Europe

• Council of Europe: international organization, based in Strasbourg, which 
involves 46 European democratic countries. Its mission is to promote 
democracy and to protect human rights and the rule of law in Europe. The 
Member States, including the 27 States of the European Union, are 
signatories of the ECHR - European Convention on Human Rights 
(https://www.coe.int/en/web/portal/home).

• European Union (EU): to date, it includes 27 member states that have
delegated part of their sovereignty in order to allow democratic decisions to
be taken at the community level on matters of common interest. No country
has ever joined the EU without first being a member of the Council of
Europe.

https://www.coe.int/en/web/portal/home


Background/1: international 
documents

- The Universal Declaration of Human Rights (1948)

- ECHR - European Convention on Human Rights (1950): first 
international human rights instrument drafted by the Council of 
Europe

- International Covenant on Economic, Social and Cultural Rights 
(1966) 

- The Convention for the Protection of Individuals with regard to
Automatic Processing of Personal Data (CoE, 1981)

- UN Convention on the Rights of the Child (1989)



Background/2: scientific and 
cultural aspects

• Development of biomedicine, new diagnostic and therapeutic 

acquisitions

• Increased use of technology and specializations in healthcare

• Development of bioethics and biomedical ethics



Oviedo Convention (1997)

• The title deliberately recalls the contents of the 1950 Convention for 

the Protection of Human Rights and Fundamental Freedoms (ECHR)

• Field of application of the new Convention: applications of medicine 

and biology on the human being

• The text is made up of a Preamble and 14 chapters, including 38 

articles

• Today we will focus on the contents, highlighting the bioethical 

aspects



Oviedo Convention (1997)

Social Right to Health

• Given the evolution of social perception with regard to health and safety, 
European Governments decided to review (in 1996) the text of the European 
Social Charter (approved by the governments, members of the Council of 
Europe, in Turin in 1991), and endorse a set of more analytical provisions in 
the following areas:

• The right to protection of health (art. 11)

• The right to social and medical assistance (art. 13)

• The right of persons with disabilities to independence, social integration and 
participation in the life of the community (art. 15)



Oviedo Convention (1997)

• Peculiarities of the Oviedo Convention

• It is the first comprehensive multilateral treaty addressing issues at the 
intersection of human rights and biomedicine:

• 1. Binding instrument (the treaty nature implies that States having ratified it 
must draw up implementing legislation to ensure their national laws comply 
with the principles enshrined in the Convention)

• 2. Comprehensive approach to bioethics (it is not focused on a specific area, 
such as genetics, medical research, etc., but it has been conceived as a 
framework of principles covering the entire biomedical field.

• In this context, the term «Biomedicine» refers to all applications of 
biological/medical sciences to human beings



Oviedo Convention (1997)

3. Framework instrument (it is a «framework» treaty providing for general 

principles to be further developed in additional protocols on specific issues)

Additional Protocols have been adopted up to now:

• Additional Protocol on the Prohibition of Cloning Human Beings (1998)

• Additional Protocol on Transplantation of Organs and Tissues of Human 

Origin (2002)

• Additional Protocol concerning Biomedical Research (2004)

• Additional Protocol on genetic testing for health purposes (2008)



Oviedo Convention (1997)

• 4. Minimum common standards (the purpose is not to provide specific 
responses to the most complex bioethical dilemmas, i.e. the status of 
the human embryo, pre-implantation diagnosis, abortion, euthanasia, 
etc. These controversial issues are left to each country’s discretion)

• Because of the existence of a plurality of positions concerning the 
most problematic issues, it was impossible to reach a more detailed 
consensus on many topics.

• However, States which have ratified the Convention are not allowed 
to adopt a lower level of protection of human rights when they decide 
to regulate this matter.



Oviedo Convention (1997)

5. Implementation at a national level

The responsibility for the development/effective implementation of the
Convention lies primariliy with each State. As a matter of fact, according to Art.
1.2 «Each Party shall take in its internal law the necessary measures to give
effect to the provisions of this Convention». Although, some provisions are
specific enough to have self-executing effect, therefore, the Courts could rely
on them to decide cases. For instance, norms regarding individual rights, i.e.
the right to information/the requirement of informed consent; prohibition
norms, such as the ban on genetic discrimination (Art. 11) and on sex selection
(Art. 14))



Structure and Content of the Oviedo 
Convention

• The text is composed of a Preamble and 14 chapters, including 38 

articles

• The general norms are embodied in Chapter I (Articles 1-4)

• Chapters II-VII set out provisions relating to bioethical issues

• Chapters VIII-XIV encompass the procedural norms



An overview of key provisions

Human dignity:

• The Explanatory Report clarifies that “the concept of human dignity (…) constitutes 
the essential value to be upheld”

• As a matter of fact, the title of the Convention in its complete form includes the 
notion of human dignity (“Convention for the protection of human rights and dignity of 
the human being with regard to the application of biology and medicine”)

The Preamble mentions three times the concept:

• When it recognizes “the importance of ensuring the dignity of the human being”

• When it underlines that “ the misuse of biology/medicine may lead to acts 
endangering human dignity”

• When it expresses the need to take action “to safeguard human dignity and the 
fundamental rights and freedoms of the individual with regard to the application of 
biology and medicine”.



An overview of key provisions

• The purpose of the Convention hinges on the notion of human dignity

Article 1:

• “the Convention shall protect the dignity and identity of all human beings and 
guarantee everyone, without discrimination, respect for their integrity and 
other rights and fundamental freedoms with regard to the application of 
biology and medicine”

A twofold distinction is made between:

• The dignity/identity of “human beings”

• The integrity/rights/freedoms of “everyone”

But, are not all human beings persons? Why was it necessary to mention them 
separately as if we were dealing with two different entities?



An overview of key provisions

• The Convention does not define the terms “persons” and “human beings”

• This task to left to domestic law

• Article 1 is a typical example of deliberate ambiguity in the elaboration of a 
legal text

• Since there was no consensus among the drafters on the legal status of the 
human embryo/the beginning of personhood, a decision was made to use 2 
different expressions ( “everyone” and “human being”) when referring to the 
subject of the protection granted by the Convention, without adding further 
specification about their meaning.

• The drafters’ intention: 1) to assign the notions of dignity/identity to the 
concept of “human being” (in this sense, from the moment of conception); 2) 
to combine the notion of integrity with the concept of “everyone” (in this 
sense, born persons)



An overview of key provisions

• Equity - Article 3:

• “Parties, taking into account health needs and available resources, shall take 
appropriate measures with a view to providing, within their jurisdiction, 
equitable access to health care of appropriate quality”

• This article is also grounded in the idea of human dignity and avoiding 
unjustified discrimination in the access to healthcare services

• It requires the involvement of States in ensuring at least a minimum of 
medical care to their citizens.

• It relies on the “right to health care” (one of the most basic economic, social 
and cultural rights, better known as “second generation of human rights”)



An overview of key provisions

• Informed consent - Articles 5-9 focus on the “informed consent requirement” for 
any biomedical intervention

• These provisions draw on a widely accepted principle of biomedical ethics:

• Medical interventions can only be carried out after the patient/research subject 
have been informed about the purpose/nature/risks/consequences of the 
intervention and have freely consented to it.

• This principle was already embodied in the International Covenant on Civil and 
Political Rights (1966). Although, the Covenant only requires consent for medical 
research and not for all biomedical intervention

• Conversely, the Oviedo Convention enshrines for the first time in an international 
binding instrument “informed consent as general principle for any biomedical 
intervention”



An overview of key provisions

• The conditions for the validity of informed consent are left to the 
discretion of each State (Art. 6.2)

• In the case of individuals who are unable to consent (i.e. minors, 
individuals suffering from mental disorders), biomedical interventions 
must be aimed at benefiting them directly (Art. 6.1) and carried out 
with the consent of their legal representatives (Art. 6, paragraphs 2, 
3)

• The requirement of direct benefit clearly rules out interventions such 
as organ donation/non-therapeutic research which are – by definition 
– performed in the interest of third parties



An overview of key provisions

• Previously expressed wishes - Article 9:

• “The previously expressed wishes relating to a medical intervention by a patient who 

is not, at the time of the intervention, in a state to express his or her wishes shall be 

taken into account”

• Art 9. recognizes the value of “advance directives” to communicate wishes regarding 

treatment/refusal of certain kinds of treatment before the person might be unable to 

make medical decisions (for example, if an individual falls into a coma).

• According to this provision, such wishes “shall be taken into account”, which means 

that there may be legitimate reasons for not following the patient’s directives (think of 

the case of a person who has expressed such wish a long time before his/her current 

health condition and medical technology has since then made considerable progress)



An overview of key provisions

• Right to know and right not to know

• Art. 10 deals with the right to privacy of health information and 2 

rights stemming from it: 

• The “right to know” and the “right not to know” about one’s health 

condition

• Right to know = innovative norm in international conventional law

• Right not to know = expression of autonomy, not an absolute right 

(e.g. health implications for relatives)



An overview of key provisions

• Art. 12 states that genetic testing “may be performed only for health 

purposes or for scientific research linked to health purposes, and 

subject to appropriate genetic counselling”

• Art. 13 bans germ-line interventions and limits the use of somatic gene 

therapy to preventive/diagnostic/therapeutic applications

• Art. 14 prohibits sex selection: the use of in vitro fertilization to 

choose the sex of a child, “except where serious hereditary sex 

related disease is to be avoided”



An overview of key provisions

• Biomedical research (Articles 15-18):

The principle is that scientific research may be conducted freely, but always in 
line with the legal provisions that protect human beings (Art. 15)

Art. 16 lays down the conditions for research on human beings: 

• Research subjects should give their free, explicit, informed consent;

• no alternative of comparable effect may exist (i.e. animal research);

• risks for research subjects should not be disproportional to the potential 
benefits;

• the research project should be approved by an independent body (in charge 
of assessing its scientific merit/ethical acceptability)



An overview of key provisions

• Research on persons unable to consent (Art. 17):

The general rule is that this type of research may only be performed 

when it has the potential to produce a direct benefit to the health of the 

person concerned; 

Research without direct benefit may be performed when “only minimal 

risk and minimal burden” for the individual involved



An overview of key provisions

• Embryo research

• Art. 18 addresses this problematic bioethical issue

• The Convention does not take a stance on the debate surrounding 

the status of the human embryo: each State may provide an answer 

to this problem according to its national law



An overview of key provisions

• Organ donation

• Prohibition of financial gain and disposal of human body parts

• The debate surrounding the disposal of body parts relies on “Human body
and property rights theories” (Property conception: we own our body parts,
therefore we should be free to make any voluntary and autonomous
decisions (i.e. selling body parts for whatever reason, taking risks etc.)
involving our bodies, as long as we refrain from causing harm to others
(Nozick, Harris, libertarian approach)

• Non-property conception: this view considers the human body as a whole
(holistic approach); Market-inalienability conception (Rose-Ackerman, 1985):
property rights are recognized (also whenever affecting physical integrity) as
long as interventions in the human body involve “gift transfers”.



Concluding remarks

• Relevance and importance of the initiative

• Protection of individual rights

• Harmonization of differential standards

• Legal ethical message (e.g., art. 2) consistent with the principle of 

human dignity and rights

• Centrality of informed consent
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