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To-Dos
Prior to final submittal, resolve all To-Dos and remove this section from the document.

	Name
	What
	Notes

	All
	Acknowledge high emotional content, find ways of dealing with it
	Perhaps speak to this in the preface not in model.

	All
	Resolving conflict of interest.  How should the model deal with conflict of interest?
	http://content.nejm.org/cgi/content/short/343/22/1616
http://content.nejm.org/cgi/content/short/343/22/1621
http://grants.nih.gov/grants/guide/notice-files/not95-179.html
def: A conflict of interest is a situation in which financial or other personal considerations have the potential to compromise or bias professional judgment and objectivity. 

Note: add to issues but otherwise close



	Gerry
	To what extent should legal issues be included in the metamodel?
	None since this is supposed to be about ethics?

Close.

It is difficult to delineate the black line separating ethics from law.  There will always be bleedover.  That is why scholarship in law is extremely important.  The realm of ethics is more encompassing allowing for a looser socio-economic familiarity.  But, law is narrower, more defined and therefore more specifically demanding in analysis and isolated in application.  Legal issues must be identified and referenced in the metamodel.

	All
	How is prior consent to be handled, i.e., who has the right to represent Hawaiians in agreements with the bioindustry?

Also relates to benefit sharing.

8/28/2005:
Gerry: make list of known facts, interest groups.  Define criteria for dialog.

David: Council is a facilitator of discussion.  Include rep from governor to sit in (DLNR?)

	It seems to me that the concept must be included in the meatamodel but how do you handle the fact that there is no "sanctioned" representative of the Hawaiian people?

The statements of traditional Native Hawaiian practice and culture (values) govern.  There is no need for a representative on behalf of the Hawaiians.  The culture speaks for itself and presumably therefore, the model of behavior extending from those cultural values.  As leading Ka Puku’i La’au, STAN, will publicly defend the cultural statements that many will deem presumptive and test by dialogue and action, as well as defend the model we craft from those stated values.  
I presume that the Royal Order was meant to fill that role but can/should they?

By all means absolutely NOT.  The Royal Order stands to recognize Ka Pu’ku’i La’au as THE authority to present that role in this narrow scope of bioethics.  Stan then will speak on behalf of Hawaiians by propounding traditional culture and its engagement with Western law and commerce.  Legal commitments by the Royal Order extend only so far as to promote select organizations with their Good Housekeeping Stamp of Approval.  They are a Royal Order, not the Monarch.  They advise and consent and authorize.
Is it acceptable to place funds in a trust or uniformly distribute non-monetary funds (like educational scholarships) in some way?

Yes.  I don’t see how funds would be held otherwise but in trust.

Or, we could conveniently avoid the whole issue by saying that resolution is outside the scope of the metamodel itself.

Resolution is outside our model’s scope, however, handling its issues is within our scope.


1 Executive Summary

The mission statement of the Hawaii Bioethics Council (Ka Pūku΄i La΄au) is the following:

To present models of ethical behavior related to the bioindustry that assures the preservation of native Hawaiian traditions and cultural interests.

The Council believes that multiple models tailored to specific needs and circumstances are more appropriate and effective than any single model.  For example, a document such as the UNESCO Universal Draft Declaration on Bioethics and Human Rights
 has different goals and scope than the Guidelines for BIO Members Engaging in Bioprospecting
.  However, core elements related to bioethics should be present no matter what model is developed.

Further, as the host culture, integration of appropriate elements of native Hawaiian traditions and culture is vital to any discussion of bioethics in Hawaii.

[QUERY:  Will our direction be to impose foreign models and integrate host cultural values, or to impose native Hawaiian traditions and culture and then integrate the visiting Western enterprise which includes foreign models whether adopted or not yet adopted by those enterprises?  If we are prioritizing Hawaiian traditional values, perhaps that should be developed and then the other models integrated?]

Therefore, the purpose of this document is to 1) identify these elements 2) define a framework or metamodel within which all models are developed and 3) provide reference models that demonstrate how the metamodel may be applied.

The metamodel is not meant to be restricted to Council use.  Rather, these guidelines are also available to other entities to develop models independently that implement appropriate bioethical behavior while preserving native Hawaiian traditions and cultural values.

2 Bioethics and Hawaiian Traditions, Culture, and Values

This section must include:

1. A discussion of key native Hawaiian cultural values and why they must drive a discussion of bioethics in Hawaii.

a. Traditional Native Hawaiian Dispute Resolution
There are two discussions.  First is “kukakuka” and second is “hooponopono.”  These are the very root of ancient Hawaiian society governance.  It’s means is the opposite of the Western case study and past reference model in that it requires everything buried, forgotten and never mentioned.  This is not unlike the general proposition of Christian repentance and salvation.  It’s end is even different than the Western model that assures justice in that it requires divine fairness.  The Western model defines fairness as a system of justice equally applied.  This is much different than fairness defined purely.  (The writing of our Hawaiian system of self governance, family law, tribal jurisdiction, and enforcement is lengthy, in depth as shall be its tie in to its importance toward community consensus.)

b. Traditional Native Hawaiian Healing Practices

The practice of traditional healing lays out all the basic Hawaiian cultural values governing the healthy existence of life – human, animal, and environment.  Lokahi is the term that refers to the practice of bringing all the elements together for the benefit of a healthy body, community, and environment.  These specific values are stated and incorporated in the practice of traditional healing which results in harmony with the Creator, the environment (“aina), the individual (body,mind and spirit), and the community (commerce, exploration, navigation).  The ali’i were the rulers and managers subject to this same system of practice and values.  Whereas, in traditional Hawaiian culture the practice of healing was evident throughout the whole fabric of society, Western medicine is confined to physical and mental ailments and clinical efficiencies.  (Writing of the values and practice system shall be intensive, deep, and lengthy as shall be the tie in to its importance in preserving the nature and resources of Hawaii.)

c.
Hawaiian History (original research by Stan and David)

The undoing of the kapu system upset the whole of ancient Hawaiian society but did not extinguish the traditional values.  Instead, many of the traditional values were restated in Protestant Christian terms and context, while others survived through pagan references.  In time, the ali’i system gave way to a more democratic system, but the traditional values remained though restated in democratic terms and context, while others survived through a genealogical context.  In original ancient Hawaiian history, prior to recorded history anywhere other than in moolelo from the likes of Papa Henry Auwae, Hawaiian society was governed by the similar principles found in the Book of Exodus of the Judah Bible, i.e. mandatory individual spiritual behavior (moral absolutes), community ordinances (county codes, building codes, tax codes, etc.), and civil code (judicial proceedings).  This is why with the appearance of the missionaries in 1820, the introduction of Christianity was no big change at all for many Hawaiians with respect to basic values despite the destruction of many traditional practices, some of which had long turned “pagan” over the centuries before Capt. Cook.

2. A brief overview of the bioindustry in Hawaii and where the key areas of concern/contention/controversy lie 1) globally 2) to the state of Hawaii 3) to native Hawaiians.

3. A brief overview of current Hawaii-related work, e.g., the Palapala Kūlike O Ka‘aha Pono Paokalani Declaration and how the Council’s efforts are differentiated.

Notes:

Key Hawaiian Principles:

1. pono: righteousness

2. aloha 'āina: Love of the land

3. malama 'āina: Responsibility for the land

Not sure we need this:

Advances in technology (including "social technologies" of knowledge management, learning, and decision-making) are starting to enable us to change human nature itself in its physical, emotional, and intellectual aspects. The radical possibilities now emerging could cause huge problems or could enormously improve the human/transhuman condition. With better knowledge and decision making, humans could live far longer in better-than-"perfect" health; improve their self-knowledge and awareness of interpersonal dynamics; overcome cultural, psychological, and memetic biases in thinking; enhance intelligence in all its various forms; and learn to thrive on change and growth.
 NOTE:  That though Hawaiians enjoyed long and physically healthy lives prior to Capt. Cook’s arrival, the meaning of health and healing is quite different from present Western medical attitude.  To traditional Hawaiians, the health of the individual’s spirit was the priority and the physical body seen as finite and secondary.  The spirit’s healing led the way for physical heath, if at all.  Healing meant that the spirit was made whole and healthy, connected with the Creator in relationship and family relationships made perfect.  The physical body was looked at lastly as the eventual beneficiary of spiritual healing.  The soul followed the spirit and not the physical body.  The individual’s name spoke to the individual’s essence, i.e. the soul.  Therefore, certain names were kapu and the spirit therefore affected.  The physical body is merely a litmus paper and, as such, its vitality is directly proportional to the health of its spirit which is in turn dependent upon the worth of one’s soul.  However, traditional Hawaiians never presumed the reverse, but that a worthy soul resulting in a healthy spirit does not necessarily guarantee a body of physical vitality.
3 Terms (Hawaiian)

Note: Not all of these terms will survive at all or in their present form, they were added as research proceeded.  Also, I'm sure other terms will be added as the document is developed.

'Āina

Land (lit. that which feeds)

malamalama

light of knowledge, clarity of thinking or explanation; shining, clear.

pono

wahi pana

Sites of significance and importance to Kanaka Maoli

I’ll contribute more Hawaiian terms will be added and specifically defined.

4 Terms (English)

Note: Not all of these terms will survive at all or in their present form, they were added as research proceeded.  Also, I'm sure other terms will be added as the document is developed.

Accountability

"Accountability" has several meanings and is the subject of a broad debate in American governance. Some of the simpler definitions include: responsibility or capable of being held responsible for something; capable of being explained; being held to account, scrutinized, and being required to give an account or explanation.
In politics, and particularly in representative democracies, accountability is an important factor in securing good governance. Accountability differs from transparency in that it only enables negative feedback after a decision or action, while transparency also enables negative feedback before or during a decision or action. Accountability constrains the extent to which elected representatives and other office-holders can willfully deviate from their theoretical responsibilities, thus reducing corruption.

The goal of accountability is at times in tension with the goal of leadership. A constituency may have short-term desires which are at odds with long-term interests.

Biodiversity

"Biological diversity" means the variability among living organisms from all sources including, inter alia, terrestrial, marine and other aquatic ecosystems and the ecological complexes of which they are part; this includes diversity within species, between species and of ecosystems.

Bioethics

The systematic, pluralistic and interdisciplinary study and resolution of ethical issues related to the bioindustry and biotechnology.
Bioindustry

(i) The application of biotechnology and other advanced life science methodologies to the creation or alteration of life forms and processes.

(ii) The application of advanced physical science theory and techniques to research in:

· agriculture 

· biomedicine

· chemical, electrical, and computer engineering

· mechanical and optical engineering

· materials science

· allied sciences involved in development of medical devices

Biotechnology

Any technological application that uses biological systems, living organisms, or derivatives thereof, to make or modify products or processes for specific use.

Cultures

Moral principles can be an expression of a wider fabric of values, beliefs and social understandings that make up cultures.
Material cultures are those that derive from identifiable periods in history of a uniquely defined group of people of an independent political society.
Ecosystem

a dynamic complex of plant, animal and micro-organism communities and their non-living environment interacting as a functional unit.

Ethics

Moral principles that govern or influence behavior and the choices we make as individuals and communities.

Inter alia 

Latin: "among other things", "for example" or "including". Legal drafters would use it to precede a list of examples or samples covered by a more general descriptive statement. Sometimes they use an inter alia list to make absolutely sure that users of the document understand that the general description covers a certain element (which was covered in the general description anyway) without, in any way, restricting the scope of the general element to include other things that were not singled out in the inter alia list.

Life Sciences

Any of several branches of science, such as biology, medicine, anthropology, or ecology, that deal with living organisms and their organization, life processes, and relationships to each other and their environment.

Meta

Meta is a prefix that in most information technology usages means "an underlying definition or description." Thus, metadata is a definition or description of data and metalanguage is a definition or description of language. Meta (pronounced MEH-tah in the U.S. and MEE-tah in the U.K.) derives from Greek, meaning "among, with, after, change."

Model

A set of guidelines worthy of imitation or adoption.

Responsibility

Distinguish this term from “Accountability.”  They are very different in terms of morality, and as well, they are very different in terms of ethics and law, i.e. one may be responsible but not accountable, as one not responsible may be held accountable.  This is VERY important concerning a model of ethics.

Spirituality I will later assist here in defining this in traditional Native Hawaiian perspective.

"Spirituality" is a term commonly used to describe how people relate themselves to other generations, the natural and created environment, the universe, other's beliefs, and to their idea of an agent/agency of significance (e.g. God).

Sui generis

Latin for "of its own kind," used to describe something that is unique or different.  Constituting a class alone unique or particular to itself

Sustainable use

"Sustainable use" is the use of resources at a rate which will meet the needs of the present without impairing the ability of future generations to meet their needs. The concept was generally put forth by the Brundtland Commission
 in 1987.

5 Goals

The goals of this document are:

1) Define a metamodel based on core bioethical elements to be used for the creation of bioethical models. I presume here that the parent model is the definitive statement of traditional Native Hawaiian cultural values.  This purity of statement and being is the first goal…a “Platonic” chair by which all other chairs are derived?
2) Create a model template based on the metamodel.  Practical models for application to industry segments we choose.  Here are levels for enterprises’ conformance for growing fiscal responsibility, redefining organizational behavior, implementing management discipline, acquiring community consensus, establishing strategic research, expanding market reach and competitive analysis, and defining shareholder and stakeholders’ value.
3) Provide reference models using the model template that demonstrate how the metamodel may be applied.  Here perhaps is where issues of law and legislation are identified and discussed.
6 Scope

The metamodel applies as appropriate and relevant to decisions or practices made or carried out by the various bioindustry Stakeholders
.

Should also include non-scope items.

7 Methodology

The following process is used to develop the metamodel.  Note that the steps described can also be used as a high-level schedule for delivery:

1. Create a metamodel.

1.1
Analyze four existing models and extract core elements.  Those models are:

· At least three Native Hawaiian models are mentioned above at paragraph 2.1. and should lead the analyses.
· Global scope:  Universal Draft Declaration on Bioethics and Human Rights, UNESCO
.

· (Native or indigenous scope):  West Africa, New Zealand, Dominican Republic

· (Industry view): The Guidelines for BIO Members Engaging in Bioprospecting

· Native Hawaiian models.

1.2
Create a metamodel template.

1.3
Create reference models
.

2. Publish a draft version of the metamodel on the web and request online, worldwide comments.

3. Analyze comments and incorporate into a final version.

4. Publish the final version.

8 Core Entities and Principles

The metamodel is designed to be flexible and dynamic enough to fit a variety of circumstances and needs.  However, core entities and principles must be addressed.  In simple terms, entities interact with other entities based on a foundation of bioethical and native Hawaiian principles.  I suggest that all this “universality” should in finality be narrowed toward specific relevance and application to Hawaii.
8.1 Core Entities

For each of the core entities below, the following must be addressed.

1) Its definition

2) Roles

3) Responsibilities

4) Obligations to other entities

5) Interactions with other entities

Arbiter

TBD
Advocate

An entity that while neither a Consumer nor a Provider, has a deep interest in the ethical issues related to a Genetic Resource.

An Advocate is important to the concept of conformance or priority levels, i.e., the BIO guidelines
 would not meet the needs of, let’s say, priority level one (a “high” level) because they don’t address Advocates but they might meet priority level three (a "lower" level).

Biosphere

The regions of the surface and atmosphere of the Earth (or other planet) where living organisms exist.

Consumer

An entity that performs actions on a Genetic Resource.  For example, a biotechnology company is a Consumer that performs genetic research on plants or animals [Genetic Resource].

Genetic Resource

Material of non-human animal, plant, or microbial origin containing functional units of heredity.  For example, [need example].

Passive Stakeholder

I need a term that describes the typical citizen that is not directly involved but nevertheless is affected by bioethics policies, decisions, and actions.  "Passive Stakeholder" is what I came up with.  If you have a better one, let me know.

Policy Makers

A governing individual or entity responsible for implementing and/or enforcing legal policies related to bioethics.

Provider

Any entity that has been given the legal authority to grant Prior Informed Consent or authorization to access and use a Genetic Resource.  For example [Gerry: need example related to Native Hawaiians].

Stakeholder

Any human entity who can affect or who is affected by bioethical issues.  Stakeholders are Advocates, Consumers, Providers, and Passive Stakeholders.  Examples:

Advocates: philosophers, ethicists, theologians, other intellectual, religious and professional groups, representatives of civil society

Consumers: scientists/researchers, health professionals, private corporations
Policy makers: lawyers, legislators (local, state, federal, country)

Passive Stakeholder: society as a whole

Providers: indigenous herbalist or medicinal experts

State/Governing body

TBD
These need to be discussed:

Relationships
Among Toi te Taiao: the Bioethics Council's network of working relationships are the following. The Council: 

· Advises and reports to the Minister for the Environment. 

· Advises Ministers with related portfolios, including Health, Science, Agriculture and Maori Affairs. 

· Liaises with government departments, Crown agencies and bodies, especially Environmental Risk Management Authority (ERMA), Health Research Council, National Advisory Committee on Health and Disability Support Services Ethics, Animal Ethics Committees. 

· Creates links to the biotechnology sector, media, researchers, business, interested parties, Maori, Pacific peoples and other ethnic groups. 

· Provides information to New Zealanders and other stakeholders including independent ethics committees, Maori, biotechnology users, researchers, regulators, businesses, interest groups and media. 

· Seeks the views of a wide range of New Zealanders, to understand the issues important to them. 

· Promotes and takes part in dialogue with New Zealanders and other stakeholders on important cultural, spiritual and ethical issues in relation to biotechnology. 

The success of the Council's relationships with New Zealanders will be gauged by public acceptance that the Council has the moral authority to speak out on these issues. The Council will gain moral authority by: 

· Acting with honesty and integrity. 

· Being open and transparent. 

· Having a willingness to listen. 

· Acknowledging that people have useful and thoughtful things to say on these complex and difficult issues. 

Relationship To Government
Our links with the Minister for the Environment and other Ministers with related portfolios enable the Council to play an active role in helping Government to address the ethical, cultural and spiritual issues arising from biotechnology. By having a positive relationship with Government, the Council will provide a vehicle for the public of New Zealand to express their concerns, questions, points of view and opinions.

Relationships With Other Sectors
The Bioethics Council also has links to the biotechnology sector, media, researchers, business, interested parties, Maori, Pacific peoples and other ethnic groups. It co-ordinates with other advisory and decision-making bodies concerned with ethics and values and is establishing links with similar international bodies.

8.2 Core Principles

This section is taken primarily from the UNESCO Universal Draft Declaration on Bioethics and Human Rights
.  The relevant Article in that document is noted.  If no Article is indicated then the principle has been derived.  The following must be determined:

1. Should the metamodel assign levels of conformance
?  I do not think so.  However, extrapolated models would have levels of conformance.  I think the metamodel should be a pure statement.
2. For each listed item, is it a core principle?  I think once the traditional Hawaiian cultural values are listed and defined, it will be easier to select core principles.  Those listed below look good so far.
3. If yes, is the definition or description adopted as is or must it be modified?  Once we have discussed and all absorbed the whole of traditional Hawaiian cultural values and what it means to our local community’s future, I am certain that we will want to modify definitions and descriptions.
4. If the answer to 1. is yes, assign a conformance level.  I think the time for extrapolating levels of adherence is secondary.  We can concentrate here on a pure model.
5. What core principles are missing?  Identify, define, and assign a conformance level if necessary.  We will be modifying I’m sure after we have met and discussed our Hawaiian cultural values, traditional models of behavior, Hawaiian history and the differences from Western models we tend to presume.
8.2.1 Arbitration

8.2.2 Conciliation

TBD
8.2.3 Entity Identification

Proposed text:

Each of the core entities plus any extensions and their roles and responsibilities must be defined.

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.4 Knowledge and Information Transfer and Sharing

Proposed text:

It is vital that there be a free exchange of information and knowledge transfer between Stakeholders in particular between Consumers and Providers.

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.5 Use of Terms

Proposed text:

Define terms.

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.6 Scope Definition

Proposed text:

The scope of the model must be clearly defined.  In addition, important non-scope items must also be defined.

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.7 Goals Definition

Proposed text:

The goals of the model, i.e., what the model intends to accomplish, must be clearly defined.

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.8 Human Dignity and Human Rights

Proposed text:

a) Any decision or practice shall be made or carried out with full respect for the inherent dignity of the human person, human rights and fundamental freedoms;

b) Any decision or practice shall respect the principle that the interests and welfare of the human person prevail over the sole interest of science or society.
Ref: UNESCO Article 4

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.9 Equality, Justice and Equity

Proposed text:

Any decision or practice shall respect the fundamental equality and rights and ensure that they are treated justly and equitably.

Ref: UNESCO Article 5

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.10 Benefit and Harm

Proposed text:

Any decision or practice shall seek to benefit the person concerned and to minimize the possible harm resulting from that decision or practice.

Ref: UNESCO Article 6

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.11 Respect for Cultural Diversity and Pluralism

Proposed text:

Any decision or practice shall take into account the cultural backgrounds, schools of thought, value systems, traditions, religious and spiritual beliefs and other relevant features of society.  However, such considerations shall not be invoked to infringe upon human dignity, human rights and fundamental freedoms nor upon the principles set out in this Declaration, nor to limit their scope.
Ref: UNESCO Article 7

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.12 Non-Discrimination and Non-Stigmatization

Proposed text:

In any decision or practice, no one shall be subjected to discrimination based on any grounds intended to infringe, or having the effect of infringing, the human dignity, human rights or fundamental freedoms of an individual, nor shall such grounds be used to stigmatize an individual, a family, a group or a community.
Ref: UNESCO Article 8

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.13 Autonomy and Individual Responsibility

Proposed text:

Any decision or practice shall respect the autonomy of persons to make decisions and to take responsibility for those decisions while respecting the autonomy of others.

Ref: UNESCO Article 9

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.14 Informed Consent

Proposed text:

a)
Any decision or practice in the field of scientific research shall only be made or carried out with the prior, free, informed and express consent of the persons concerned. Such consent may be withdrawn by the person concerned at any time and for any reason without any disadvantage or penalty.

b)
Any decision or practice regarding the medical diagnosis and treatment of a person shall only be made or carried out with the consent of the person concerned, based on information appropriate to the decision, and with the ongoing participation of such person.

c) In any decision or practice involving persons who do not have the capacity to consent, special protection shall be given to such persons. Such protection shall be based on ethical and legal standards adopted by States, consistent with the principles set out in this Declaration.
Ref: UNESCO Article 10

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.15 Privacy and Confidentiality

Proposed text:

Any decision or practice shall be made or carried out with respect for the privacy of the

persons concerned and the confidentiality of their personal information. Unless irretrievably unlinked to an identifiable person, such information shall not be used or disclosed for purposes other than those for which it was collected.
Ref: UNESCO Article 11

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.16 Solidarity and Cooperation

Proposed text:

Any decision or practice shall pay due regard to solidarity among human beings and

encourage international cooperation to that end.
Ref: UNESCO Article 12

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.17 Social Responsibility

Proposed text:

Any decision or practice shall ensure that progress in science and technology contributes,

wherever possible, to the common good, including in the achievement of goals such as:

(i)
access to quality health care and essential medicines, including for reproductive health and the health of children;

(ii)
access to adequate nutrition and water;

(iii)
improvement of living conditions and the environment;

(iv)
elimination of the marginalization and the exclusion of persons on the basis of any grounds; and

(v)
reduction of poverty and illiteracy.
Ref: UNESCO Article 13

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.18 Sharing of Benefits

Proposed text:

a)
Benefits resulting from scientific research and its applications shall be shared with society as a whole and within the international community, in particular with developing countries. In giving effect to this principle, benefits may take any of the following forms:

(i)
special and sustainable assistance to the persons and groups that have taken part in the research;

(ii)
access to quality health care;

(iii)
provision of new diagnostics, facilities for new treatments or medical products stemming from the research;

(iv)
support for health services;

(v)
access to scientific and technological knowledge;

(vi)
capacity-building facilities for research purposes; and

(vii)
any other form consistent with the principles set out in this Declaration.

b) This provision may be implemented through legislation, international agreements or by other appropriate means, which shall be consistent in every case with international human rights law.
Ref: UNESCO Article 14

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.19 Responsibility towards the Biosphere

Proposed text:

Any decision or practice shall have regard to its impact on all forms of life and their interconnections and to the special responsibility of human beings for the protection of the

environment, biodiversity and the biosphere.
Ref: UNESCO Article 15

	Remove 
	
	Adopt as is
	
	Adopt with modifications
	
	Level (1-3):
	


Reviewer Comments:

8.2.20 Decision-Making

Proposed text:

Any decision or practice should:

(i) be made or carried out following full and free discussion and in accordance with fair procedures;

(ii) be made or carried out on the best available scientific evidence and methodology;

(iii) pay due regard to any different information on the subject reasonably available to the decision-maker;

(iv) be considered rigorously and based on the principles set out in this document;

(v) observe, when appropriate, proper procedures of risk assessment, management and prevention; and

(vi) be considered individually, having regard to the circumstances of the persons, groups and communities concerned.
Ref: UNESCO Article 16
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8.2.21 Honesty and Integrity

Proposed text:

Any decision or practice should be made or carried out with:

(i) professionalism, honesty and integrity;

(ii) document of all conflicts of interest; and

(iii) due regard to the need to share knowledge about such decisions and practices with the persons affected, the scientific community, relevant bodies and civil society.
Ref: UNESCO Article 17
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8.2.22 Transparency

Proposed text:

Any decision or practice should, subject to the provisions on privacy and confidentiality in Article 11:

(i) be made or carried out transparently and openly;

(ii) be available for appropriate scrutiny by the persons concerned and by civil society; and

(iii) be susceptible to informed, wide and pluralistic public debate.
Ref: UNESCO Article 18
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8.2.23 Periodic Review

Proposed text:

Any decision or practice, including those depending upon specialized scientific or other knowledge, should take into account the need to reconsider periodically the state of such knowledge and different opinions about it and the need to engage in a regular dialogue with:

(i) persons affected by any such decision or practice;

(ii) members of relevant disciplines;

(iii) appropriate bodies; and

(iv) civil society.
Ref: UNESCO Article 19
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8.2.24 Promoting Public Debate

Proposed text:

States should promote opportunities for informed, pluralistic public debate, ensuring the participation of all persons and bodies concerned, including relevant ethics committees and non-governmental organizations, and the expression of various sociocultural, religious, philosophical and other relevant opinions.

Ref: UNESCO Article 21
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8.2.25 Bioethics Education, Training and Information

Proposed text:

a) In order to implement and promote the principles set out in this document and to achieve a better understanding of the ethical implications of scientific and technological developments, States should endeavor to foster all forms of bioethics education and training at all levels as well as to encourage information and knowledge dissemination programs about bioethics.

b) States should encourage the participation of international and regional intergovernmental organizations and international, regional and national non-governmental organizations in this endeavor.
Ref: UNESCO Article 25
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8.2.26 International Cooperation

Proposed text:

a) States should foster international dissemination of scientific information and encourage the free flow and sharing of scientific and technological knowledge.

b) Within the framework of international cooperation, States should promote cultural and scientific cooperation and enter into bilateral and multilateral agreements enabling developing countries to build up their capacity to participate in generating and sharing scientific knowledge, the related know-how and the benefits thereof.

c) States should respect and promote solidarity between and among States, as well as individuals, families, groups and communities, with special regard for those rendered vulnerable by disease or disability or other personal, societal or environmental conditions and those with the most limited resources.
Ref: UNESCO Article 26
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8.2.27 Follow-up action by the Consumer

a)
UNESCO shall take appropriate action to follow up this Declaration evaluating new developments in science and technology and their applications according to the principles set out herein.

b)
UNESCO shall reaffirm its commitment to dealing with the ethical aspects of the biosphere and, if necessary, shall endeavor to elaborate guidelines and international instruments, as appropriate, on ethical principles related to the environment and other living organisms.

c)
Five years after its adoption and thereafter on a periodical basis, UNESCO shall take appropriate measures to examine this Declaration in the light of scientific and technological development.

d) With respect to the principles set forth herein, this Declaration may be further developed through international instruments adopted by the General Conference of UNESCO, in accordance with UNESCO's statutory procedures.
Ref: UNESCO Article 28
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8.2.28 Interrelation and Complementarity of the Principles

In their interpretation and application, the principles set out in this document are complementary and interrelated and each principle should be construed in the context of the other principles. Where there is conflict between the principles this should be resolved by balancing all those principles that are appropriate and relevant in the circumstances.

Ref: UNESCO Article 29
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8.2.29 Restrictions on the Principles

No restrictions shall be placed on the principles set out in the model other than those prescribed by law, and which are consistent with international human rights law and necessary in a democratic society in the interest of public safety, for the prevention of crime, for the protection of public health or for the protection of the rights and freedoms of others.

Ref: UNESCO Article 30
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8.2.30 Denial of acts contrary to human rights, fundamental freedoms and human dignity
Nothing in this document may be interpreted as implying for any State, group or person any claim to engage in any activity or to perform any act contrary to human rights, fundamental freedoms and human dignity.

Ref: UNESCO Article 31
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8.2.31 UNESCO articles intentionally removed

Article 27 – Roles of the International Bioethics Committee (IBC) and the Intergovernmental Bioethics Committee (IGBC)

Why: Not applicable.

9 Model Template

This section is TBD.  Based on the metamodel, derive a template for model creation.  Use it to create the Reference Models
.

10 Reference Models

Create four reference models based on existing bioethics works as both proof of concept and examples of the application of the metamodel and create a new model based on a selected issue:

1. Global.  Universal Draft Declaration on Bioethics and Human Rights, UNESCO
.

2. Native or indigenous in scope:  West Africa, New Zealand, Dominican Republic

3. Industry view: The Guidelines for BIO Members Engaging in Bioprospecting

4. Existing native Hawaiian models.  (Mili?) Hawaiian historians and authors in the 19th century are good references.  However, the most relevant and useful information on such models are from oral instruction which I know that Mili and many of our other political advocates never really had.  Most are book and archive learned with only so much of sharing from their tutu who in turn was not a true receiver of the substantial knowledge or sacred training for keeping the society.
5. Kalo(?)

11 Conformance Levels

With respect to Core Principles
, it may be useful to define conformance levels, i.e., assign a weight to the adoption of either individual or sets of principles.  This is common practice in the creation of standards.  It is not clear whether the concept of conformance levels is appropriate in this context.  There are two basic considerations:

1. A "core" element by definition is essential and assigning a relative weight or value to it is an oxymoron. Or,

2. Expecting full and complete adoption may not be realistic under some circumstances and a degree of adoption with public acknowledge of the shortcomings is more desirable than no adoption at all.

12 Appendices

A. References

Guidelines for BIO Members Engaging in Bioprospecting, Biotechnology Industry Organization (http://www.bio.org/)

Universal Draft Document on Bioethics and Human Rights, UNESCO (June 24, 2005)

Perhaps the above Paragraph 8 in time should be drafted primarily with Hawaii in mind interfacing with the greater world enterprises entering.  In other words, “when you are in Hawaii, this is how you behave…although we believe this also has global significance”?
B. Attachments

	Title
	Author
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� http://ccnmtl.columbia.edu/projects/rcr/rcr_conflicts/


� http://portal.unesco.org/shs/en/file_download.php/11445d5a75d2306d7437f0626f35e1c1Draft_EN.pdf


� http://www.bio.org/ip/international/200507guide.asp


� Entropy Institute (http://www.extropy.org/mission.htm)


� Palapala Kūlike O Ka‘aha Pono Paokalani Declaration, October 2003


� New Pocket Hawaiian Dictionary by Mary Kawena Pukui, Samuel H. Elbert, and Esther T. Mookini ©University of Hawai'i Press, Honolulu, HI (1992) 


� Palapala Kūlike O Ka‘aha Pono Paokalani Declaration, October 2003


� Wikipedia (web: http://en.wikipedia.org/wiki/Accountability)


� Convention On Biological Diversity (http://www.biodiv.org/doc/legal/cbd-en.pdf)


� Arizona Bioindustry Association (ref:http://www.azbioindustry.org/text/about.html#link1)


� Convention On Biological Diversity (http://www.biodiv.org/doc/legal/cbd-en.pdf)


� Convention On Biological Diversity (http://www.biodiv.org/doc/legal/cbd-en.pdf)


� Toi Te Taiao, The (New Zealand) Bioethics Council (web: http://www.bioethics.org.nz/about-bioethics/defining.html)


� Duhaime's Online Legal Dictionary (web: http://www.duhaime.org/dictionary/dict-i.aspx)


� Answers.com (http://www.answers.com/topic/biology-1)


� http://search390.techtarget.com/gDefinition/0,294236,sid10_gci212555,00.html


� Toi Te Taiao, The (New Zealand) Bioethics Council (web: http://www.bioethics.org.nz/about-bioethics/defining.html)


� The Brundtland Commission - formally the World Commission on Environment and Development (WCED), known by the name of its Chair Gro Harlem Brundtland, was convened by the United Nations in response to the 1983 General Assembly Resolution A/38/161 - "Process of preparation of the Environmental Perspective to the Year 2000 and Beyond"


� Wikipedia (http://en.wikipedia.org/wiki/Sustainable_use)


� See section � REF _Ref111867710 \n \h ��8.1� � REF _Ref111867714 \h � \* MERGEFORMAT �Core Entities�, p.� PAGEREF _Ref111867718 \h ��7�


� UNESCO (http://portal.unesco.org/shs/en/file_download.php/11445d5a75d2306d7437f0626f35e1c1Draft_EN.pdf)


� Biotechnology Industry Organization (http://www.bio.org/ip/international/200507guide.asp)


� Do these exist?


� See section � REF _Ref111615028 \n \h ��10� � REF _Ref111615028 \h � \* MERGEFORMAT �Reference Models�, p.� PAGEREF _Ref111615028 \h ��18�


� http://www.bio.org/ip/international/200507guide.asp


� Answers.com (http://www.answers.com/topic/biology-1)


� UNESCO (http://portal.unesco.org/shs/en/file_download.php/11445d5a75d2306d7437f0626f35e1c1Draft_EN.pdf)


� See section � REF _Ref111869685 \n \h ��11� � REF _Ref111869685 \h � \* MERGEFORMAT �Conformance Levels�, p.� PAGEREF _Ref111869685 \h ��18�


� See section � REF _Ref111615028 \r \h ��10� � REF _Ref111615028 \h � \* MERGEFORMAT �Reference Models�, p.� PAGEREF _Ref111615028 \h ��18�


� UNESCO (http://portal.unesco.org/shs/en/file_download.php/11445d5a75d2306d7437f0626f35e1c1Draft_EN.pdf)


� Biotechnology Industry Organization (http://www.bio.org/ip/international/200507guide.asp)


� See section � REF _Ref111869612 \r \h ��8.2� � REF _Ref111869615 \h � \* MERGEFORMAT �Core Principles�, p.� PAGEREF _Ref111869618 \h ��9�


� Universal Draft Declaration on Bioethics and Human Rights, June 24, 2005  (web: http://portal.unesco.org/shs/en/file_download.php/11445d5a75d2306d7437f0626f35e1c1Draft_EN.pdf)
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