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My eyes were opened to bioethics during my service as the inaugural Chairman of the Australian Law Reform Commission between 1975 and 1984.  At that time, the Commission prepared its highly successful, and influential, report on Human Tissue Transplants (ALRC 7, 1976).  Involved in the preparation of the report were some marvellous ALRC stalwarts.  They included Sir Zelman Cowen, who went on to become Governor-General and Mr Gerard Brennan QC who went on to become Chief Justice of Australia.  The Commissioner in Charge was Mr Russell Scott.  After working on that project, I have never lost my interest in, or fascination for, bioethical questions.


Recently I have been engaged in three international appointments that involve aspects of human genetics.  The first is to the Ethics Committee of the Human Genome Organisation.  The second is to the International Bioethics Committee of UNESCO (IBC).  The third involves my appointment by the High Commissioner for Human Rights (Mrs Mary Robinson) as an Honorary Adviser on Bioethical Aspects of Human Rights.  In this article I want to report on an issue of relevance to all three of these appointments and to the new ALRC project on aspects of the legal dimension of human genetics.


Between 30 January and 1 February 2001, in Paris, the Director-General of UNESCO (Mr Koïchiro Matsuura) called together a symposium on ethics, intellectual property and genomics.  In my capacity as a member of the IBC I was invited to participate.  In fact, I chaired the closing working session.  In that session, the participants asked UNESCO to ensure that there was an appropriate follow-up to the vigorous debates that unfolded during the symposium.  I have reported elsewhere on those debates and on the possible lines of action
.


Intellectual property protection has a long history.  The provision of various forms of legal protection can be traced to classical times.  In more recent years, the foundations of the modern law grew out of the monopolies granted by the Crown in England and France four hundred years ago.  The first international convention relevant to intellectual property protection was the Paris Convention for the Protection of Intellectual Property (1883).  Since then, many municipal, regional and international legal developments have occurred that together create the network of the world's intellectual property laws.  It would probably have been better if special legal regimes had been created to deal with the novel intellectual property questions presented by computer software and genomics.  Instead, as usually happens, the new legal problems were squeezed into the existing legal protections.  The results have been less than perfect.


The first blueprint of the human genome sequences was published in February 2001 in Science and Nature
.  The fundamental problem is that of ensuring that the benefits of the completion of the first draft of the human genome sequence, should be available to all humanity.  


The chief source of the concern voiced at the UNESCO symposium in 2001 was the explosion in the number and variety of applications for patents in respect of the human genome that have been lodged in the United States of America, Europe and elsewhere.  Specially controversial have been the patents granted in some countries on primary sequences of the human genome.


It is important for critics of intellectual property law to understand that this body of law serves useful purposes.  Indeed, it has a foundation in ethical principles and universal human rights.  Intellectual property law contributes to the benefit of humanity.  It can facilitate the investments that are necessary for large and expensive steps in scientific and technological research.  Effective intellectual property protection can also provide an incentive to scientific and technological research.  It can ensure the disclosure of the outcomes of such research to the world at large.  Yet these facts do not mean that various problems can be ignored.


Following the symposium, the IBC established a working group to report on the response that UNESCO should give to the issues and controversies discussed at the symposium.  I was appointed a member of that working group and rapporteur.  The chairman of the group is Judge Patrick Robinson, a member of the IBC and Judge of the International Criminal Tribunal for the Former Yugoslavia at the Hague.

.
EMERGING CONCERNS

When the working group met, it listed a number of concerns that required immediate attention.  These included:

· The change that has occurred since the mid-1980s in the tradition of science, from a discipline that was open, at least in the field of pure science, to one which is now significantly affected by intellectual property imperatives;

· The change in the balance of public and private research investment throughout the world, so that, increasingly, pure and applied science is funded by from the private not the public sector;

· The advance in knowledge about the human genome and its high importance to the future of the human species;

· The diversion of research priorities, in some instances, into activities promising the greatest financial rewards rather than those which necessarily reflect the greatest and most urgent human needs;

· The premature protection of alleged "inventions" before there is full knowledge concerning their proposed utility;

· The suggested erosion of the requirements of establishing an "invention" and "novelty" as prerequisites to the grant of intellectual property protection;

· The uncertainty about the borderline between the human genome in its natural state (which is not to be the subject of intellectual property protection)
 and practical applications of this knowledge;

· The suggested fact that a twenty year duration of intellectual property protection (patents) is excessive in the fast moving field of genomic science;

· The separate but equally real implications of intellectual property protection both for developed and developing countries in the areas of science affecting human health;

· The need for equitable benefit sharing in advances in knowledge about the human genome, consistent with current intellectual property law protections;  and

· Conflicting international rights and obligations and in particular the obligations imposed by the TRIPs Agreement of the World Trade Organisation
 obliging obedience to intellectual property laws.


Some of the foregoing concerns have been reflected in developments that have occurred at the international level.  These include the adoption of the Universal Declaration on the Human Genome and Human Rights by the General Conference of UNESCO in November 1997; the joint statement by President Clinton and Prime Minister Blair on 14 March 2000; a resolution of the Sub-Commission on Human Rights of the United Nations on 17 August 2000; the Millennium Declaration of Heads of State of the United Nations in September 2000; Resolutions of the Commissioner on Human Rights and of the European Assembly in April 2001; and the Statement of the Director-General of the World Health Organisation to the World Health Assembly on 14 May 2001.  


All of the foregoing statements have emphasised the great importance of ensuring that the remarkable scientific advances in knowledge about the human genome should be available for the benefit of all humanity, not just for a few in the rich countries.


The report of the UNESCO working group, and ultimately the resolutions of the International Bioethics Committee of UNESCO will be available in due course.  Meanwhile, I want to express a few personal reactions to these concerns.

ETHICAL PRINCIPLES


A number of ethical principles may be considered that should guide us in formulating the approaches and strategies that may be recommended to the global community.  They include:

· The importance of free access to the benefits flowing from scientific knowledge, as promised by the Universal Declaration of Human Rights Art 27;

· The importance of equitable benefit sharing in science for populations and countries everywhere;

· The promotion of international cooperation between developed and developing countries in the matter of technology transfer within the framework of the requirements of the Universal Declaration on the Human Genome and Human Rights art. 19;

· The need for genuine democratic debate in all countries about aspects of the human genome and genomic research, including those aspects that concern legal provisions protecting intellectual property;

· The universal requirement of informed consent of persons affected as a basic ethical principle in respect of all research involving human beings, including in relation to the human genome; and

· The recognition of the tension between ethical principles that already exist, ie between those, for example, that uphold the right to the protection of creative inventions of the human mind and those that uphold the right to life, the right to health protection and the promotion of solidarity within the entire human family.

ACTION AND REACTION


A new initiative of the Director-General of UNESCO can definitely be welcomed.  He has established an inter-agency committee between the different organs of the United Nations that are concerned with aspects of the human genome and patent law.  The bodies involved include the World Health Organisation (WHO), the World Intellectual Property Organisation (WIPO), the World Trade Organisation (WTO), the International Labor Organisation (ILO), the High Commissioner for Human Rights and UNESCO itself.  Obviously there should also be consultation with, and cooperation among, those concerned with the human rights issues, on the one hand, and members of HUGO, scientists, institutes and corporations involved in genomic research and development, universities, law reform bodies, governments and so on.  Such co-operation is needed at the international, as well as the municipal, level.


One proposal of the Ethics Committee of HUGO, to which I was a party, concerned an aspect of benefit sharing.  This proposal suggested that a fixed proportion of net profits, made by pharmaceutical companies, should be made available to developing countries so as to increase their real participation in the advances of genomics
.  This is a controversial proposal.  However, it has gained support in the working group of the IBC.


One issue that needs urgent attention is a possible future review of art 27(2) of the TRIPs Agreement of W.T.O.  This review may need to clarify whether an exception to patentability in respect of the human genome already exists on the basis of the "public interest" considerations mentioned in that sub-article.  It has been suggested that WTO and WIPO should be informed of the international concern about the application of the TRIPs Agreement and invited to comment on those concerns.  As well, it has been proposed that a code of conduct should be addressed to member States of WTO and UNESCO requiring consideration to be taken of the public interest, including in the application of the TRIPs Agreement.  If no progress is made within a short period, it might be appropriate for the Director-General of UNESCO to propose to the General Conference of UNESCO that appropriate steps be taken towards a global moratorium on the granting of further patents in relation to human genome sequences, pending the adoption of an international intellectual law regime that takes into closer account the full range of ethical concerns in this area already evident.


Various other proposals have been put forward.  These will now be the subject of close attention and ultimate decision by the IBC and UNESCO.  In due course these decisions will be placed before the other United Nations agencies in the inter-agency committee established by UNESCO.


The wheels of the international community usually move slowly.  This area is no exception.  Meanwhile, the explosion of patent grants and patent applications is continuing.  The sharp debates between developed and developing countries continue to attract anxious attention.  A resolution of the conflicting human rights issues is needed earlier rather than later.


The international controversies about intellectual property protection in relation to genomic sequences present only one of the many issues that are now being raised by rapid advances in pure and applied biology.  These are not issues that lend themselves to purely national resolution, even within powerful countries.  Because they concern the fundamental building blocks of the human species, they are issues that require attention and, if possible, resolution at international level.  This is why the work of the International Bioethics Committee of UNESCO is so important, not least in the field of genomics.  It is why the inter-agency group summoned by the Director-General of UNESCO is also of great importance.  The first meeting of that group took place in September 2001 and further meetings are planned.


The latest task of the ALRC, in its joint inquiry with the Australian Health Ethics Committee, must be seen in the context of these global developments.  As in the past, the ALRC is at the cutting edge of the law and legal policy.  I do not doubt that its report, with the Australian Health Ethics Committee, will be as influential for genomics law and policy as the Human Tissue Transplants report was in its day.
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