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Justice Michael Kirby*
I set out below, some of the suggestions by the IBC Drafting Group for the revision of the Third draft of the proposed Declaration on Universal Norms on Bioethics:
TITLE

1.
Judge Robinson
Change the title to Universal Declaration on Bioethics (and Human Beings) or in relation to human beings.

2.
Dr Faunce

Universal Declaration on Bioethics.

A NEW INTRODUCTION

3.
Prof dos Santos
There is a need for a document not only appropriate to legal and expert readers.

4.
Judge Robinson
Combine Kirby-Galjaard and Revel.  Combined draft offered elsewhere.

PREAMBLE
5.
Prof dos Santos
The document should recognise and emphasise importance for humanity and the biosphere of new scientific and technological advances. 

6.
Canada

Shorten the Preamble to improve readers' understanding (a) important international human rights instruments; (b) UNESCO Declarations; (c) Convention and Biological Diversity and TRIPs; (d) reduce third and fourth paragraphs by general reference; (e) shorten next three paras; (f) add "Recognising the bioethical issues may impact on individuals, families, societies and humanity as a whole".

7.
Judge Robinson
Include reference to "relevant" international human rights instruments since not all are applicable.  Reformulate Preamble 10 to read:  "Bearing in mind that cultural diversity, as a source of exchange, innovation and creativity, is necessary for human kind and, in this sense, is the common heritage of humanity; emphasising however that it may not be invoked to contravene fundamental human rights and freedoms".  Add other textual changes.

8.
Gruskin

Preamble 2 brings together an odd collection of documents without sufficient clarity as to their links.  Do not refer to TRIPs and DOHAR Declaration as human rights documents.  Reorganise Preamble content.

9.
Gruskin

In Preamble 4, add Health to the field of science and technology

10.
Disabled persons
Add reference to UNESCO World Conference on Sciences.  Add reference to the standard rules on equalisation of opportunities for persons with disabilities; Declaration on Rights of Disabled Persons; Official records of ECOSOC; OAS Convention; consultations with UN on promotion and protection of the rights and dignity of persons with disabilities; add reference to "disadvantaged social groups".

11.
Dr T Faunce

Add "recalling the principles set out in the Millennium Summit of September 2000 and in particular target 5, by 2015 reduce by two-thirds the mortality rate amongst children under 5; Target 6: reduce by three-quarters the maternal mortality ration; Target 7: by 2015 begin to reverse the spread of HIV/AIDS and reverse the incidence of malaria and other major diseases.





Add reference to "human beings are an integral part of the biosphere and that they have responsibilities and duties in conscience and respect towards other forms of life.





Add reference to avoiding "attitude of selfishness" and instead concern for others.





Add affirming pursuit of interests other than national interests.

12.
Prof Martinez
Preamble" "Overwhelming".  Do not add regional statements.

13.
D'Empaire

Add reference to Declaration of Helsinki of World Medical Association and Draft Guidelines on Biomedical Research.

14.
Judge Robinson
Delete references to Council of Europe Conventions.

15.
UNHCHR

If persist with "men" and "sacred duty" quote from UNESCO Constitution, place in inverted commas.

16.
USA


Change Mission of UNESCO to develop universal principles to identify universal principles.

USE OF TERMS
17.
Various

Define "human dignity", "norms".

18.
Prof Gessous
Only define scientific expressions.

19.
Prof Pellegrini
Define ethical expressions.

20.
Dr Faunce

Define "person" and "humanity" not to include corporations.  Define "innovation" to refer to the production of recently developed novel and inventive objects that are of proved benefit.  

21.
Prof dos Santos
Need a definition of bioethics.

GENERAL PROVISIONS
Structure
22.
Canada

Scope and aims are so important that these should become primary headings, not subsidiary.  The heading "General Provisions" should be removed.  Further, the distinction between general (fundamental) principles and derived principles should be dropped.  Whilst this distinction may be useful in academic ethical analysis, it is unclear that it is useful in an international instrument.  Many problems arise from the attempt to classify as "general" or "derived".

23.
Kirby


Shift "Any decision or practice within the scope of this Declaration" to the item on scope so that it does not have to be repeated in each of the General Principles.  This is a useful drafting device to avoid repetitive language.

24.
Judge Robinson
Delete distinction between "general" (fundamental) principles and "derived" principles.  The distinction is strained and unnecessary.  Thirteen bioethical principles is satisfactory or eleven and twelve could be combined to make twelve principles.

SCOPE & AIMS
25.
Chalmers

The Declaration appears to give primacy to human beings.  This and the relationship to animals and the environment is not clear.

26.
USA


Although it applies to human beings, there are references to other forms of life.  Responsibilities but not duties are engaged in the latter respect.

27.
Australia

Insert reference to great benefit derived from research in Aims.

28.
Robinson

Delete "the" before "respect".

29.
Robinson and
The proper reference is to international human rights 


Canada

law; cf Declaration on Genetic Data, Art 1(b) etc.

30.
Canada

Reference to human responsibilities towards biosphere is out of place and causes confusion as to scope of the document.  It should come elsewhere, eg in the Preamble and Art 7.

31.
Canada

Reference to scientific and technological developments may be inappropriate  They are only incidentally significant for bioethics so far as there are products of technical application.  Amend to read:  "The principles of this Declaration apply to the resolution of bioethical issues that affect human beings including in the fields of research, public health, healthcare and biotechnology".

32.
Canada

Acknowledge technological convergence in Scope section, eg the convergence of technologies such as informatics and nanotechnology with biotechnology is recognised and the Principles of this Declaration should be applied to those convergences to the greatest extent appropriate".

33.
Canada

The section on Aims mixes up different types of aims, eg those relating to States (1); non-State organisations and professionals (1), (5), (6); ethical goals (2), (3), (4) and (7).  Given that the Declaration will be a State document, it cannot adopt the same approach to non-State organisations as to States.  Substitute a different set of aims (as drafted).  Make the point that the principles and procedures set out in the Declaration are to guide the work of States and can also serve as an inspiration for persons and organisations addressing the same questions.

34.
Judge Robinson
The aims must be numbered for reference.

35.
Gruskin

Not only "protect" human rights but also "promote".  The addition of promote is suggested to provide a more positive approach to be fostered to human rights.

36.
Gruskin

Sharing of benefits should read: "with particular attention to the needs and contributions of" developing countries.  Otherwise, the Declaration adopts a western rather than a global perspective.

37.
Galjaard

Ensure that the Declaration reflects non-western ethical systems as well as those of the western tradition.

GENERAL [FUNDAMENTAL] PROVISIONS
Art 3 - Human Dignity, Human Rights and Justice
38.
Judge Robinson
Reference to "within the scope of this Declaration" needs definition of the scope with respect to decisions and practices.  Add this in Scope.  Alternatively "Any decision or practice relating to the issues identified in Article 1(ii).  Alternatively insert "bioethical" before issues.

39.
Judge Robinson
Add "shall be made or carried out with full respect for inherent dignity of the human person and in accordance with the Universal Principles of Justice, Human Rights and Fundamental Freedoms".

40.
Charlesworth
Replace "human dignity", a vacuous term with "contrary to the dignity of the human person".

41.
Disabled persons
Add recital "bearing in mind that human persons are subject to discrimination and stigmatisation.

42.
Ruth Macklin

Clarify the Principle.  Where is it stated or explained?

43.
Gruskin

Clarify the duty bearer.  Who has to act in accordance with the Principle.

44.
Canada

Make references to human rights consistent and give them primacy.  Delete "Universal Principle of Justice".  Justice is an ethical principle whilst human rights are law.  Do not mix up.  Substitute "The resolution of bioethical issues associated with proposed and existing legislation, policies, programmes and initiatives shall respect international human rights law and principles, and in particular shall promote and protect the dignity of the individual.  New technologies require the application and implementation of international human rights law and principles to new considerations.

45.
Dr Faunce

Add reference to "conscience" after "dignity of the human person".  Add exemption:  "Persons who make decisions or carry out such practices on such terms in good faith shall be entitled to a presumption of respect, protection and reward".

Art 4 - Beneficence and Non-Maleficence
46.
Gruskin

Delete words in brackets.  Concerns are likely to go beyond particular individuals.

47.
Prof dos Santos
Stick with the standard definitions of Beneficence and non-Maleficence.

48.
Disabled Persons
Add after "protection of life" "in its human and non-human diversity".

49.
Judge Robinson
Substitute for "possible harms", "possible adverse effects".  Add a word additional to "practice".

50.
Gruskin

In Preamble 4, add Health to the field of science and technology
Art 5 - Respect for Cultural Diversity and Pluralism
51.
Judge Robinson
Insert after "traditions" "and religious beliefs that make up our societies".

52.
Gruskin

Any decision etc by whom? Clarify duty bearer.

53.
Canada

First sentence is incomplete.  Return to "that make up our societies".

54.
Judge Robinson
Delete "universal" before "principles".

55.
Disabled persons
Substitute "such considerations" for "cultural diversity" in second sentence.

56.
Dr Faunce

Insert "spiritual" after "religious".

57.
Charlesworth
Substitute "However cultural diversity is not incompatible with the Universal Principles set out".

58.
R Macklin

Maximise is a better term than "optimise".  It contrasts with "minimise".

59.
R Macklin

What are the "universal" principles?  Are they the ones termed "general" or "fundamental"?  Identify which are universal and non-universal.

Art 6 - Solidarity, Equity and Cooperation
60.
Canada

This article demonstrates difficulties of distinction between fundamental and derived principles.  The ideas raised are subsequently dealt with more clearly in Arts 9 and 13.  The article is better placed in the Preamble.

61.
Gruskin

It is not clear what is meant by equity in this context.  Substitute "foster" for "encourage".  Delete words in brackets as they limit the application of the article excessively.

Art 7 - Responsibility towards the Biosphere
62.
Canada

Delete "within which human beings exist".  It is unnecessary.  It could possibly be read to mean concern about particular environments in which humans live is enough.  This would exclude protection of ocean-life.

DERIVED PRINCIPLES
Art 8 - Primacy of the Human Person
63.
Judge Robinson
Article does not say what primary is.  It is tortologous.  Substitute "… shall respect the principle that the interests and welfare of the human person shall prevail over the sole interests of science or society".  Retain "sole".  See Art 29.

64.
Canada

The meaning of "sole" is unclear.  Apparent origins in C of E Convention on Human Rights and Biomedicine.  Clarification called for.

65.
S Gruskin

Unclear where other living beings or organisms fit into this, even allowing for Art 7.

66.
R Macklin

Why is "primacy of the human person" derived rather than fundamental.  It seems more fundamental than respect for cultural diversity and pluralism.

Art 9 - Non-Discrimination and non-Stigmatisation
67.
Canada

Enumerated grounds of discrimination do not adequately reflect international human rights law.  Replace by "any ground prohibited by international human rights law".  This would allow for evolution of that law.  Consider supplementing with reference to "medical condition or genetic characteristics".  Add "exclude" after "stigmatise".  ? Add reference to need for gender based analysis.

68.
S Gruskin

Should this be broadened to include idea of access to benefits derived from science should not be limited because of any of these grounds.

Art 10 - Autonomy and Responsibility
69.
Judge Robinson
Replace "without prejudice to autonomy of others" by "while recognising the responsibility of that person to respect the autonomy of others".

70.
Kirby


Replace his/her by the person's.

71.
Disabled Persons
The term should be seen within the framework of social realities.

Art 11 - [Informed] Consent
72.
R Macklin

The term "informed decision making" is preferable to "informed consent".  The latter implies that someone else is the real decision maker and the patient or subject is passively "consenting".  Substitute "authorisation" for "consent" because only individuals can consent on their own behalf.

73.
Canada

Art 11 appears to extend the requirement for prior express consent to the secondary use of non-identifiable or aggregate date.  The same issue arises with Art 12.  Query this principle.

74.
S Gruskin

Unclear what happens when domestic law is inconsistent with international human rights law or does not exist.  Prefer informed choice to consent which is too passive.

75.
Dr Faunce

Informed consent shall be recorded and reported so far as reasonably possible.  Withdrawal should be without prejudice to the continuation of basic medical care.  Pick up General Comment 20 on Art 7 ICCPR.

Art 12 - Privacy and Confidentiality
76.
S Gruskin

Does personal information include genetic?  Substitute purposes for which consent was given to "was collected".  Clarify relationship domestic and international human rights law.

77.
Judge Robinson
Article needs to be general to be consistent with Declaration on Human Genetic Data.  Delete "full".  Reformulate as "except with prior, free, informed and express consent of the person concerned or for compelling public interest reasons provided for by domestic law consistent with international human rights law".  This is then consistent with general derogation clause in Art 29.
Art 13 - Sharing of Benefits

78.
Prof dos Santos
Is it necessary to repeat this principle from other UNESCO documents?
79.
Charlesworth
"The international communities with countries of advanced economies have a special moral obligation to give aid and support to developing countries by financial and other means".

80.
R Macklin

Shared is vague and weak.  Prefer "distributed fairly" with society as a whole.

81.
Judge Robinson
Delete "in accordance with international and domestic law".  Make this provision para 1 and insert in para 2 "This principle may be implemented through legislation, international agreements or by other appropriate means".

82.
Canada

Opening phrase should be consistent with Human Genetic Data Declaration Art 19.  The reference means consistent with international law governing protection of intellectual property.

83.
Gruskin

Should provide that domestic law must be consistent with international human rights law.  Is it possible to make relationship of the point to one another clearer? Are points (i), 2(iv) derivatives of (i) or do they stand alone and relate more broadly as do (v) and (vi).

84.
Gruskin

The indented points are unclear.  Access to medical care for whom?  Provision of drugs to whom?  Support of health services for whom?  Related to research more broadly?  Contrast (v) and (vi) which is broader.  Unclear how these points fit together.

85.
Disabled persons
Insert "assistance for the social well being of persons who have taken part in research and for persons with the same characteristics who did not participate in the research".

Additional considerations
86.
Canada

Recommended consideration to incorporating specifically existing international provisions re right to found a family; right to benefit from scientific progress and its applications; freedom of research.  Also address commercialisation of the human body and its parts; need to protect integrity of the human genome; protection of vulnerable individuals and populations.

SPECIFIC ISSUES
87.
Canada

Declaration should not address any specific activity, application or technology that raises bioethical issues.

88.
Prof dos Santos
Include genetic testing and special tests for testing children.  Also patenting.

89.
Galjaard

Formulate one final article which predicts follow-up by protocols on specific issues according to the principles of the Declaration and mentioning the major issues in the additional memorandum.  The specific issues should be grouped according to comparable scale and importance.  They should not mix up poverty or illiteracy of a billion people or daily loss of 40,000 children with issues such as reproductive cloning or …(inaudible) … plantation diagnosis.  Sympathy for IBC members suggesting need to mention specific issues.

90.
Revel


Essential to recognise that (1) scientific and technological advances, in particular in life sciences, have or will have specific applications for improving human welfare, living conditions and health; (2) some may raise concerns and controversies; (3) fundamental principles must be to ensure applications done only for the benefit of the individual consistent with universal human rights; (4) rapidity of technological advances is very high; (5) these further reflections should take into account all declarations as well as reports on specific issues which have been prepared by IBC.

91.
Revel


Specific issue:  Right to Health.  Add "Everyone has the right to health appropriate to his or her needs".

92.
Revel


Specific issues:  Scientific Research on Human Beings:  Add "No scientific research or research applications should prevail over respect for human rights, human dignity and fundamental freedoms".

93.
Dr Faunce

Include access to affordable essential medicine.

94.
Dr Faunce

Protection of whistle-blowers or those motivated by conscience.

95.
Dr Faunce

Researchers to refer to ethics and human rights protections in reports.

PROCEDURAL PRINCIPLES
Art 14 - Honesty and Integrity
96.
Judge Robinson
Sharing knowledge is different from sharing benefits.  But why is this part of an article on honesty and integrity?

97.
S Gruskin

Add to 14(iv) "persons and populations".

98.
Canada

Each procedural principle should begin with the phrase to ensure consistency with the Aims section:  "The resolution of bioethical issues associated with proposed and existing legislation, policies, programmes and initiatives should …".  This would make clear what follows.

99.
Kirby


Achieve this by drafting formula:  "Any bioethical decision or practice shall …" together with definition of "bioethical".

Art 15 - Transparency and Openness
100.
Gruskin

Add "and populations" after "persons" in 15(ii).

101.
Canada

"Persons concerned" in 15(ii) is unclear.  Who are meant?  Query "susceptible" in 15(v).  Intention is unclear.

102.
Judge Robinson
Delete 15(iii).  Reformulate introductory words "without prejudice to the provision of Art 12, any decision or practice within the scope of this Declaration shall …".

103.
Judge Robinson
It is the circumstances known to the person concerned or known about those persons.  Reformulate Art 15(ii) "be determined with particular regard to the individual circumstances relating to the persons concerned".

104.x
Dr Faunce

Add to 15(v) "and scientific and professional journals".

Art 16 - Scientific and Rational Methods
105.
Gruskin

Add to 16(ii) "also recognising the pluralistic process described above.

Art 17 - Community and Expert Consultation




No comment.

Art 18 - Fair Decision-Making Process
106.
Justice Robinson
Does this process of fair decision-making apply across the board to cover the legislative process in domestic jurisdiction?

107.
Gruskin

Add "with due attention to the voices of affected populations".

PROCEDURES
Art 19 - Risk Assessment
108.
Judge Robinson
Why are the measures to avoid threats or serious or irreversible damage to public health described as provisional?  "Provisional" is misleading.

109.
Gruskin

What act should have responsibility for making this happen?  The State where the research is sponsored where it is taking place or who else?

Art 22 - Transnational Practices
110.
Judge Robinson
Reformulate:  "Where a country provides financial support for research in another country, that research should be subjected to ethical review in both countries".

111.
Canada

Should read: "A State that provides financial or other support to an activity with bioethical implications which will be undertaken in whole or in part in another State, should take all reasonable measures to ensure that the initiative complies with the principles of this Declaration.  Non-State sponsors of and professionals associated with a transnational initiative should also take all reasonable measures to achieve the same end".





Call for development of bioethical impact analysis, not necessarily detailed.

PROMOTION AND IMPLEMENTATION
Art 23 - Bioethics education, training and information
112.
Charlesworth
Substitute "to encourage universities and other non-governmental education agencies to provide information and knowledge dissemination programmes".

113.
Dr Faunce

Encourage researchers to publish details of decisions within the scope of this Declaration (Art 23(a)).

114.
Gruskin

Does Art 23(b) mean also in being trained themselves or only fostering the training of others.

115.
Disabled persons
Add "bioethicists and their students should learn about the views and situations of marginalised groups in order best to understand the impact of issues on them".

Art 24 - Solidarity and international cooperation
116.
Judge Robinson
Introduce with "In accordance with the principles set out in Art 6, States should respect and promote solidarity towards individuals, families, populations and groups with special regard for those rendered vulnerable by health or other personal, societal or environmental conditions and those with the  most limited resources".

Art 25 - Role of States
117.
Judge Robinson
States should be encouraged to provide for sanctions for infringement of the principles of the Declaration.  Reformulate "such measures should provide for appropriate sanctions for infringement of the Principles and should also be supported by actions in the sphere of education, training and public information".

118.



Add "budgetary" in Art 25(a).

Art 26- Roles of IBC and IGBC
119.
Gruskin

Clarify what would need to be reported by States under Art 26(a).

120.
Judge Robinson
Support reports by States.  But what should be subject of reports?  To whom should the reports be made?  IBC not appropriate for receipt and consideration. IBC members serve in private capacity.  Similar to ILC.  More appropriate for reports to be sent to IGBC.  This is a body of States.  Reformulate Art 26 to reflect the above.

121.
Canada

Reconsider practical and conceptual difficulties of monitoring compliance with a Declaration.  Two year reporting is too onerous.  Omit new reporting mechanism.

Art 28 - Interpretation
122.
Judge Robinson
Question necessity since provided in Vienna Convention on the Law of Treaties.  However, retain it to avoid debate of application of that Convention to a Declaration.

Art 29 - Restrictions
123.
Gruskin

Insert "and evidence exists that it is necessary".  This article is over-broad.  Need evidence base for restricting rights to ensure that even where there is bad or harmful national law it does not trump everything.

124.
Judge Robinson
Consider following Art 26(ii) Convention on Human Rights and Biomedicine.  Identify set of provisions on which no restrictions may be placed?

125.
Canada

Add "and necessary in a democratic society".  Add requirement that any impairment in the application of the principles be "minimal, rationally connected with the risk being assessed and in proportion to the risk".

Art 30 - Contrary to Human Rights
126.
Charlesworth
Instead of "human dignity" substitute "the dignity of the human person".

127.
Gruskin

Unclear why language after comma is necessary.  It sets up a hierarchy of rights and is not immediately clear why this is included.

General considerations
128.
Canada

Add general provision encouraging States to address bioethics issues even in the absence of full international agreement.  Such as "It is recognised that general agreement among States on the application of the principles of this Declaration to the governance of specific issues with bioethical implications will take time to develop in some cases.  Individual States should, nonetheless, undertake effective measures within their jurisdiction to govern such issues in accordance with the principles of this Declaration".

FOLLOW UP
129.
The above suggestions, and others made earlier in the consultation process, will come under consideration of the Drafting Group meeting in Paris 27-28 October 2004.  Any further suggestions are welcome.
* 	Member of the IBC and Chair of the Drafting Group.  Personal notes of the author.






