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UNESCO’s Contribution from the Bioethics Section concerning 
Article 15 of the UN Draft Convention in light of  
Article 7 of the UNESCO Universal Declaration on Bioethics and Human Rights (2005)

The Universal Declaration on Bioethics and Human Rights, adopted by the 33rd session of the General Conference of UNESCO in October 2005, deals with ethical issues raised by medicine, life sciences and associated technologies as applied to human beings, taking into account their social, legal and environmental dimensions.  The Declaration devotes two articles to the issue of consent:  Article 6
 addresses the principle of consent and Article 7
 covers the case of persons without the capacity to consent.  Although the provisions of the Declaration are formulated in general terms, these two articles are further developed.  This crucial issue was subject to broad discussion during the intergovernmental meetings of experts aimed at finalizing the Declaration (April and June 2005), where Articles 6 and 7 were considered as key articles of the Declaration. 
Article 7 in particular stipulates that special protection is to be given to persons who do not have the capacity to consent to research or medical practice.  Although the rationale of the Declaration was to set forth principles without entering into details, the need to include specific high standards for the protection of persons not able to consent was felt and, as an outcome of the intergovernmental meetings of experts, a separate article was devoted to this issue.  A person not able to consent may be a minor, a mentally disabled or legally incapacitated adult, either for a given period or permanently.  
The protection shall be given by domestic law and the best interest of the person as well as his/her participation in the decision-making process should be sought.  In the case of research, the Declaration establishes the general principle that such research may only be carried out if it is of direct benefit to the health of the person concerned, subject to the authorization and the protective conditions prescribed by law, and if there is no research alternative of comparable effectiveness with research participants able to consent.  Exceptionally, it stipulates that research that is not expected to be of direct benefit to the health of the person concerned may only be carried out with the utmost restraint, taking care to expose the person to minimal risk and minimal burden and in the interests of persons in the same category.

Article 7 echoes Article 5 paragraph (b) and (e) of the UNESCO Universal Declaration on the Human Genome and Human Rights (1997) and Article 8 paragraph (b) of the UNESCO International Declaration on Human Genetic Data (2003) which stipulate the conditions of participation to a medical treatment or a research of a person who does not have the capacity to consent in the specific fields of the human genome and human genetic data.  

In this context, Article 15 as drafted so far in the UN Draft International Convention on the Rights of Persons with Disabilities which states that “…State Parties shall prohibit, and protect persons with disabilities from, medical or scientific experimentation without the free and informed consent of the person concerned” seems to be too stringent in the light of Article 7 of the Universal Declaration on Bioethics and Human Rights which foresees specific conditions for the participation of person without the capacity to consent, including persons with disabilities, to medical treatment or research.  Moreover, the Council of Europe Convention on Human Rights and Biomedicine (1997) develops also specific detailed provisions on the protection of persons not able to consent to research in its Article 17
.

It would seem appropriate to develop further and to clarify Article 15 of the Draft Convention in adding more detailed provisions concerning the specific conditions required for person without the capacity to consent to participate in a medical treatment or research, going along with the corresponding provisions of the existing international instruments.

Although the Universal Declaration constitutes a non-binding instrument in international law, its value and its strength are in no way diminished.  For the first time in the history of bioethics, all States of the international community are solemnly committed to respecting and implementing the major principles of bioethics, set forth within a single text.  Furthermore, characterized by the transparency and active participation of all the actors concerned, in particular States and other specialized bodies of the United Nations system and other intergovernmental organizations, the elaboration process of the Universal Declaration has already largely contributed to the renown of the text and its general acceptance.  
�.	“1. Any preventive, diagnostic and therapeutic medical intervention is only to be carried out with the prior, free and informed consent of the person concerned, based on adequate information. The consent should, where appropriate, be express and may be withdrawn by the person concerned at any time and for any reason without disadvantage or prejudice.


2. Scientific research should only be carried out with the prior, free, express and informed consent of the person concerned. The information should be adequate, provided in a comprehensible form and should include modalities for withdrawal of consent. Consent may be withdrawn by the person concerned at any time and for any reason without any disadvantage or prejudice. Exceptions to this principle should be made only in accordance with ethical and legal standards adopted by States, consistent with the principles and provisions set out in this Declaration, in particular in Article 27, and international human rights law.





3. In appropriate cases of research carried out on a group of persons or a community, additional agreement of the legal representatives of the group or community concerned may be sought. In no case should a collective community agreement or the consent of a community leader or other authority substitute for an individual’s informed consent.”














�.	“In accordance with domestic law, special protection is to be given to persons who do not have the capacity to consent: 


(a) authorization for research and medical practice should be obtained in accordance with the best interest of the person concerned and in accordance with domestic law.  However, the person concerned should be involved to the greatest extent possible in the decision-making process of consent, as well as that of withdrawing consent; 


(b) research should only be carried out for his or her direct health benefit, subject to the authorization and the protective conditions prescribed by law, and if there is no research alternative of comparable effectiveness with research participants able to consent.  Research which does not have potential direct health benefit should only be undertaken by way of exception, with the utmost restraint, exposing the person only to a minimal risk and minimal burden and if the research is expected to contribute to the health benefit of other persons in the same category, subject to the conditions prescribed by law and compatible with the protection of the individual’s human rights.  Refusal of such persons to take part in research should be respected.”


�.	Article 17 –	Protection of persons not able to consent to research


	1	Research on a person without the capacity to consent as stipulated in Article 5 may be undertaken only if all the following conditions are met:


		i	the conditions laid down in Article 16, sub-paragraphs i to iv, are fulfilled;


		ii	the results of the research have the potential to produce real and direct benefit to his or her health;


		iii	research of comparable effectiveness cannot be carried out on individuals capable of giving consent;


		iv	the necessary authorisation provided for under Article 6 has been given specifically and in writing; and


		v	the person concerned does not object.





	2	Exceptionally and under the protective conditions prescribed by law, where the research has not the potential to produce results of direct benefit to the health of the person concerned, such research may be authorised subject to the conditions laid down in paragraph 1, sub-paragraphs i, iii, iv and v above, and to the following additional conditions:


		i	the research has the aim of contributing, through significant improvement in the scientific understanding of the individual's condition, disease or disorder, to the ultimate attainment of results capable of conferring benefit to the person concerned or to other persons in the same age category or afflicted with the same disease or disorder or having the same condition;


		ii	the research entails only minimal risk and minimal burden for the individual concerned.
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