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DECLARATION ON UNIVERSAL NORMS ON BIOETHICS
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Justice Michael Kirby*
DECEMBER 2004 MEETING OF DRAFTING GROUP
1.
A further meeting of the Drafting Group of the International Bioethics Committee (IBC) took place in Paris between Sunday 12 December 2004 and Tuesday 14 December 2004.  The meeting was preceded by a meeting of the Inter-Agency Committee on Bioethics which took place in Paris on 10 December 2004.  A number of the members of the IBC Drafting Group attended the Inter-Agency Committee meeting.

2.
According to the report on that meeting, given to the Drafting Group, the Inter-Agency Committee meeting was successful and constructive.  However, as foreshadowed in Update #6, Professor Alexander Capron, Director, Department of Ethics, Trade, Human Rights and Health Law of the World Health Organisation (WHO) expressed objections to what he saw as the excessive ambit of the proposed UNESCO Declaration.  He contended that it involved an intrusion into the WHO field of competence and a breach of the inter-agency agreement establishing the relationships between WHO and UNESCO.  He urged that UNESCO should restrict the proposed Declaration to "decisions and practices that involve bioethical issues other than those arising from public health activities, health systems or the practice of medicine or other health professions and related clinical research".

3.
Professor Donald Evans (NZ), member of the IBC Drafting Group, pointed out that such a restriction in the ambit of the Declaration would be incompatible with the mandate of the IBC and also the universal understanding of "bioethics".  From its origins, bioethics have extended into fields of health activities, health systems, medical practice and related clinical research.  To confine the proposed Declaration in a way that excluded these fields, would be unacceptable.  

4.
At the beginning of the meeting of the IBC Drafting Group on 12 December 2004, the Chair reported on conversations in Canberra between Professor Capron and himself.  Professor ten Have emphasised that any differences between UNESCO and WHO, if persisting, would have to be sorted out between the two agencies at a high level.  They were not matters for resolution by the IBC or its Drafting Group.  The members of the Drafting Group supported this approach and expressed agreement with the comment of Professor Evans at the Inter-Agency Committee meeting.  Nevertheless, the members of the Drafting Group agreed that there were many important and useful comments in the WHO submission on matters of detail.  These were considered under the several items to which they related.

RELEVANT MATERIALS BEFORE THE GROUP
5. In advance of the meeting of the Group, the IBC Secretariat had distributed:
*
The most recent revised Draft of the proposed Declaration, following the additional meeting of the Drafting Group in Paris 27-28 October 2004;

*
Comments on that Draft provided by members of the IBC prior to the meeting; 

*
Comments on the previous Draft provided by states, international agencies, governmental and non-governmental organisations and independent experts invited to comment;

*
Further comments from the same sources which had been received after the deadline for comments had passed; and

*
Additional comments from members of the IBC received immediately prior to the December meeting.

6. During the course of the meeting, the President of the IBC (Madame Michèle Jean) and the Chair of the Drafting Group addressed the attention of members of the Drafting Group to the comments made in the above materials, and comments made on earlier drafts, as specific items were considered.
7. Mme Jean pointed out that, as disclosed from the comments, some revealed contradictory suggestions and reflected earlier considerations of the topics by the Drafting Group.  Others, however, made valid points and many of the suggestions made were adopted in the text during the course of discussion.
8. At the conclusion of the December 2004 meeting, the Secretariat was requested to analyse all of the comments received by mid-January, under an obligation to call to attention of the IBC, at meeting scheduled for the last week of January 2005, of suggestions on the Draft that required further attention.  All members of the Drafting Group emphasised that it was important to ensure that criticisms, proposed amendments and other suggestions were all taken into account before finalisation of the Draft.  In the nature of things, it is impossible to accommodate all suggestions received.  However, it is imperative that all should be considered by the IBC before conclusion of the exercise.
9. In addition to the foregoing materials, Mme Jean, Professor ten Have, Professor de Castro, Professor Martinez and other members of the Group reported on the series of regional consultations that had taken place before the December meeting, at which the Draft Declaration had been discussed.  Such meetings had occurred in Mexico City, Buenos Aries, Jakarta and Seoul.  Further meetings in this series of consultations are planned in Lisbon and Moscow.  The members of the Drafting Group expressed satisfaction with the reports and with the transparency of the process by which successive drafts have been published on the Internet so that the process of the evolution of the Declaration can be observed and the contribution of commentaries demonstrated in a unique way.
MAJOR DEVELOPMENTS

10.
The major developments that occurred during the December meeting of the Drafting Group were as follows:


10.1
Title:  The members of the Drafting Group agreed that the title which they preferred for the Declaration was the "Universal Declaration on Bioethics and Human Rights".  Although the IBC cannot change the mandate from the General Conference, with its reference to "Universal Norms on Bioethics", the Drafting Group felt that the proposed new title was more accurate and descriptive.  An explanation will be prepared for the Director-General as to why the new title is to be preferred.  


10.2
Scope:  The importance of modification of the Scope of the Declaration was acknowledged.  The Scope was extended to apply to "public and private institutions, corporations and states".  The Declaration will apply to these bodies as well as to human beings, individuals, families, groups or communities and "humankind as a whole" in accordance with the text "as appropriate".  The appropriateness or otherwise of the application to these subjects will be disclosed by the nature of the duty imposed by the principles and other provisions in the articles of the Draft.


10.3
Aims:  There was included in the Aims of the Declaration a provision addressing the need to ensure that science and technology are devoted to the attainment of, and avoidance of any risk to, peace.


10.4
General principles:  The meeting, after consideration of many comments both for and against, decided to delete the division of principles between "Fundamental Principles" and "Derived Principles".  It was agreed that there were too many false distinctions in this classification and although the categories were acceptable in theory, the assignments were irretrievably controversial.  Accordingly, the subdivision was deleted.  In its place, the principles propounded in the Declaration are divided between "General Principles" and "Implementation Principles".  The latter expression has been chosen in lieu of "Procedural Principles" because of connotations in the French, Spanish and other languages to the effect that "Procedural" implies judicial procedure.  Whilst this was not a problem in the English language, the selection of "Implementation" in lieu of "Procedural" removed the problem.


10.5
Social Responsibility Principles:  In resolution of the concern repeatedly expressed most emphatically (but not only) by members from developing countries (and comments thereon), a new "Principle of Social Responsibility" was adopted.  This also grew out of discussions that arose at the several world meetings on bioethics held in Australia in November 2004.  At those meetings, several participants had emphasised the need for bioethics to proceed in a context attentive to the inequalities affecting access to healthcare, nutrition and water, adequate living conditions and the problems of poverty, illiteracy and marginalisation.  These considerations led to the adoption of a new "Social Responsibility Principle".  This provides:

"Any decision or practice shall ensure, wherever possible, that progress in science and technology contributes in full equality to:

(i)
Access to quality healthcare, including sexual and reproductive health;

(ii)
Access to adequate nutrition and water;

(iii)
Reduction of poverty and illiteracy;

(iv)
Improvement of living conditions and the environment; and

(v)
Elimination of the marginalisation and the exclusion of persons on the basis of any ground including gender, age or disability".


10.6
Informed consent:  The article on the "Principle of Informed Consent" was substantially revised.  The revised version takes into account provisions previously contained in the earlier Declarations approved by the IBC.


10.7
Implementation Principles:  This highly innovative section of the Declaration was recast in some respects but substantially preserved.  There were suggestions of re-allocating some of the Implementation Principles to the general principles.  However, it was ultimately agreed to keep the section formerly titled "Procedural Principles" together as a statement of ways and means of implementing the more General Principles binding on individuals, corporations, the state and humanity as a whole.


10.8
Specific Issues:  It was agreed to delete this section of the proposed Declaration.  Specific issues are to be dealt with in the future by supplementary texts in accordance with procedures envisaged in the last section of the Declaration and consistently with the principles stated in the Declaration.  Time has not permitted the completion of provisions on specific issues.  In any case, the focus and subject matter of the proposed Declaration is the importation into bioethical dialogue of human rights Principles and the provision of Implementation Principles for carrying them into effect.

EVALUATION
11.
The President of the IBC and Professor ten Have have put some minor verbal finishing touches to the Draft following the conclusion of the December 2004 meeting of the Drafting Group.  As completed, the draft has now been circulated to members of the IBC Drafting Group for final authorisation.  Some last minute suggestions for improvement of a verbal kind have already been advanced.  The expectation is that the final document will be completed by Monday, 20 December 2004.  This will permit copies of the finalised version to be transmitted to the Inter-Governmental Bioethics Committee (IGBC).  The IGBC will consider the Draft at a meeting to be held in Paris on 24-25 January 2005.  That meeting will be followed by a joint meeting between the IBC and the IGBC on 26-27 January 2005.  Some provision or a preliminary meeting of the IBC alone on 26 January 2005 is to be considered.  Finally, a plenary public session of the IBC will take place on Friday 28 January 2005 when it is expected that, taking into account the product of the deliberations in January 2005, the Declaration will be forwarded for adoption by UNESCO.  

12.
After 28 January 2005, the processes of consultation within UNESCO will continue.  There will be further consultations with the states members of UNESCO; with other agencies of the United Nations and with independent experts.  The process of dialogue and consultation will continue during 2005.  The objective is to provide a final draft, incorporating any amendments adopted by the IGBC in time to permit the Declaration to be considered for adoption at the General Conference of UNESCO in October 2005.

13.
There are a number of very important innovations in the proposed Declaration that make it value added to the international discourse on bioethics:


13.1
Bioethics and human rights:  It cements the inter-relationship between bioethics (which has hitherto largely developed in the field of medical ethics and along lines of medical professional principles) and the new field of international human rights law.  


13.2
Social Responsibility:  The addition of a new context of social responsibility for bioethical decisions is another major step forward.  It cannot be pretended that all bioethical practices and decisions (eg those carried on or made at the bedside of an individual patient) will require consideration of issues of access to healthcare, poverty, illiteracy and marginalisation.  However, in the decisions made by some multinational corporations, institutions and by states, such considerations of social responsibility are a prerequisite to modern bioethical decision-making.  The proposed Declaration gives witness to this.


13.3
Implementation Principles:  The adoption of basic principles for the making of bioethical decisions and the establishment of bioethical practices is another important step forward.  Requiring that such decisions and practices be made with honesty and integrity, with transparency and openness, by procedures of fair decision-making, according to scientific and rational requirements and subjected to periodic reconsideration is an important innovation.  It has not been attempted before on an international scale.


13.4
Specific topics:  The omission of specific topics will doubtless cause disappointment to some observers (and relief to others).  However, the adoption of broad principles will provide a conceptual setting in which future issues of bioethics can be discussed and resolved.  The imposition on the current declaration of determinations of specific topics would have been disharmonious with the structure and purpose of the Declaration.  It would have greatly delayed completion of the project.


13.5
Interaction of principles:  A very important consideration is that all bioethical decisions and practices involve the resolution of competing principles.  So it is in the proposed UNESCO Declaration on Bioethics.  Thus, the principle of human dignity and human rights may sometimes require reconciliation with the principle for cultural diversity and pluralism.  That principle, in turn, may require reconciliation with the principle of non-discrimination and non-stigmatisation.  The Implementation Principle on transparency may require reconciliation with the General Principle of privacy and confidentiality.  Reconciling the principles is a basic requirement of bioethics and of the text.  This is recognised by the drafters.  It is also acknowledged in the article dealing with inter-relationship and complementarity of the principles and the way in which they are to be reconciled without imposing restrictions inconsistent with international human rights law etc.


13.6
Explanatory memorandum:  Now that the Draft Declaration is completed, an Explanatory Memorandum is to be prepared by the Secretariat of the IBC.  A first draft of an Explanatory Memorandum was circulated prior to the December 2004 meeting of the Drafting Group.  This draft will undergo further revision and, it is hoped, will be transmitted to the Director-General at or soon after the completion of the 24-28 January 2005 meetings.  The purpose of the Explanatory Memorandum is not to resolve issues that the Drafting Committee and the IBC have left unresolved but to explain how particular provisions of the articles of the proposed Declaration have been arrived at and how the articles are to be reconciled with each other, in the case of apparent conflict.

14.
Although doubtless every reader will have points upon which he or she will have ideas for change and improvement, I am satisfied that the proposed Draft Declaration is an important and useful contribution by UNESCO and the IBC to global thinking on bioethical principles, practices and decisions.  It has only been achieved in the relatively short timetable by extraordinary effort on the part of the members of the IBC, the members of its Drafting Group, the Secretariat of the IBC and states, international agencies and others that have contributed to the consultation process.
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