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MEMORANDUM

TO:

Professors Wendy Adams, Chi Carmody, and Richard Gold

FROM:
Tania Harper and Danial Lam

RE:

Xenotransplantation Outline

DATE:
August 25, 2000

Introduction

· setting the stage

· xenotransplantation technology is set to come online in the near future

· organ donor shortage creates a need for alternatives (i.e. xeno)

· scientific developments indicate the possibility of xenotransplantation is on the horizon

· xeno raises certain scientific, social and ethical considerations that threaten its viability

· concerns of xeno extend beyond national borders requiring international cooperation

· appropriate fora to focus dialogue and reconcile competing interests (private, public) are needed

· objections, both ethical and social, need to be addressed and interests must be balanced 

· there is a regulatory vacuum and a need for legal regimes at the domestic and international levels

· laying out what the paper will achieve: the analysis is divided into three analytical levels of consent: macro, mezzo and micro

· the macro level focuses on normative views of consent (specific examples will be mentioned)

· the mezzo level provides an appropriate analytical framework for broad policy concerns by differentiating between threshold (or snapshot) issues and process issues; while the demarcation will be applied here in the xeno context, it has broader application

· finally, the micro level examines the practical attempts at achieving consent 

Consent

- this is the macro level of analysis which includes a normative examination of consent

1. Why consent is important

· democratic concerns, potential problems with xeno do not respect geographical, cultural and personal borders

2. The Meaning of Consent (Definition)

· normative theories of consent 

· presenting various theories of consent (from Lynn's memo)

· the ideal level of consent (positive permission based on complete information): we will work backwards to try and achieve this

· consent must recognize existing inequalities and go beyond the mere tallying of votes

· different forms of consent are available

a. acquiescence under duress: duress can be subtle, not acceptable in a democracy

b. habitual obedience: consent as a result of obligation, rather than choice and from not knowing other options

c. pragmatic acquiescence: not being able to imagine things can be different, go along with things because it is easier than objecting

d. ideological consent: consent backed by ideology or moral code (ideology a reflection of person's position in society)

e. "I ought to": consent based somewhat on ideology and done because they think they should (usually coincides with the norm)

f. opportunistic obedience: influenced by promise of reward where the person may consent even if they are ideologically opposed

g. informed consent: in fiduciary relationships, consent is true only when based on complete and accurate information (difficult in the xeno context)

h. not objecting: doing nothing can be considered consent, but access to information is a problem here

i. contingent consent: "…a citizen will comply with a government's demands only if he or she perceived the government as trustworthy and is satisfied that other citizens are also consenting". The citizen is presumed to do a cost-benefit analysis, and if the cost is too high, they will not consent (Margaret Levi's theory)

j. positive permission based on complete information: highest possible model. "…a citizen has all the information desired and needed to make an informed decision. Positive permission based on complete information may be an ideal, but almost impossible to achieve"

· "How consent is defined, and what type of consent is most desirable in a given situation depends upon what values are sought to be protected, whether it be the protection of the interests of future generations, prevention of harm, the acceptance of some harm for the achievement of a 'higher good', or the supremacy of the freedom to choose…Even if an ideal level of consent is identified in a particular situation, the method by which consent is deemed to be granted to a government may effect the quality of consent"

· basically, we want the ideal level of consent, determine the method by which it is deemed to be granted, the quality of consent and the values at stake

· "In his suggestions, [Prof.] Carmody echoes the calls of many environmental organizations, which have posed three conditions for effective public participation in international environmental protection" (Milosz's memo, from the REC Manual on Public Participation <http://www.rec.org/REC/Publications/PPManual/FeeBased/ch31.html>)

a. access to information,

· Prof. Carmody suggests at a minimum, there should be a visible contact point, an accessible register, a public dossier and public hearings  

b. a say in the decision making process, and 

c. a legal or administrative remedy

· "How can will be asserted and consent be negated in the most equitable way?" 

· What is the minimum level of acceptable consent, and do some special circumstances require a higher degree of consent?

i) consent to specific actions

ii) duty of consultation

iii) higher degrees of consent for certain classes of initiatives

· political reality of the inability to have full information for consent, so what is the most equitable way to achieve consent (political relevance of consent)

· determining the point where the individual, versus the public, makes decisions

· are the interests of future generations taken into account

· how are the interest of powerful majorities and vulnerable minorities reconciled

Consent in the Context of Xenotransplantation

· there are two overarching considerations engaged by the exploitation of xenotransplantation technology, under which all other issues can be subsumed: (a) threshold; and (b) process

1. Setting out the Mezzo Level

· the mezzo level provides an analytical framework to analyze the nature of the central questions in xenotransplantation and address consent

· distinguishing between snapshot versus ongoing concerns  and continual assessment

· explain the division of threshold and consequential re. mezzo

· consent will likely never be absolute

· the science changes, so continual assessment is important

· certain decisions must be made before we can go onto the applied sciences stage (i.e. is xeno morally acceptable?)

· basically, before we go on to discuss problems associated with technology, it is important is see if it is an intrinsically acceptable solution to the organ donor shortage--if it is a technology that is so viscerally or morally objectionable in and of itself, we can end the analysis here. Also we must examine whether the effects, or harms, of xeno to our societal paradigm are too great to undertake, despite its benefit

· therefore, we have to address these a priori issues before we can proceed

· helps to clarify the debate by unraveling relevant questions and highlights what knowledge is pertinent to the stages of consent

· by knowing the correct questions, the genuine feelings of the public, and their legitimate concerns, can be addressed and consensus appropriately qualified 

2. A Priori/ Threshold
a. Deontological Threshold

· must have approval here to move on

· these issues are not open to science (are not fact dependent)

· does genetic alteration result in a loss of humanity (summarily)?

· using animals as source organs

· cultural and religious objections

· affirmation at this level does not mean absolute consent 

· some concerns may require continual assessment, but affirmation suggests that we can  allow the technology to cautiously proceed

· this a priori question is a necessary, but not sufficient, question

b. Consequential Threshold

· whether a technology is acceptable in society is (a) whether it is wrong in and of itself, and (b) whether its existence in society has undesirable effects

· our willingness to adopt this technology, depends on the extent to which we are willing to embrace the effects on society

· if we decide beforehand that these effects are of such a nature that we do not want to incorporate the technology, then despite its benefits, we are unwilling to risk the harms 

i) Moral

· there is nothing intrinsically wrong with xenotransplantation technology

· does its acceptance in society negatively effect our societal paradigm

· this includes our conceptions of personal identity, gift ethic, attitudes and equality

· this section will be discussed only summarily

ii) Legal

· what is the most appropriate framework for governance of this technology, given competing interests? 

· although the allocation of legal responsibility may change, there are general principles that remain consistent (i.e. adopting principles such as the least cost provider, reverse onus, strict liability, who makes the risk decisions, and who makes the decisions when the risks are unknown)

· how do we determine the principles of responsibility? 

· if we are going to allow this to exist in society, how are we going to manage it?

· benefits and burdens, internalization of costs for those who reap the maximum benefit (be cautious of externalization of burdens, especially private interests)

· keep in mind balance between commercial, public health and social objectives

· liability to third parties in case of disease transmission (liability to the public as a tort)

· law and economics theory (Pinto/Ford case)--Learned Hand: probability and severity of harm (probability of injury, the gravity of the resulting injury) balanced against the burden of adequate precautions and social utility

· legal threshold and liability scheme (and least cost provider)

· fiduciary and autonomy issues in conflict with informed consent and risk management

· strict liability and possible consent to alternative tort regimes 

3. A Postiori/ Process

· not all issues are snapshot concerns--xenotransplantation has many ongoing concerns that need continual assessment

· what are the facts, who makes the decisions--the authority for decision-making depends on the specific issue or concern

· some examples include:

· xenozoonosis is the primary ongoing concern (to be addressed only summarily as an example)

· human experimentation

· long term monitoring and privacy

· suitable threshold of risk

· allocation of resources (between individuals and for cost effectiveness)

· demarcation between risk to the xeno recipient and risk to the population as a whole

· informed consent (suitable threshold for the individual to decide versus society)

· industry concerns in patents and reconciling the incentive to monopolize lifesaving technology and access

· the public interest and the level of involvement will vary depending on interest

· accepting that the technology can proceed, what risk assessment and management is needed?

· risk assessment is not deontological, but it is procedural and based on the knowledge provided by science (i.e. fact based)

· as technology advances, the risk itself does not change, but the knowledge of probability and severity of harm does

· the mechanism used to allocate legal responsibility is the court system; given that we have rules of liability (see legal threshold)

· there are other models of consent that can provide procedural direction for xenotransplantation concerns

Models of Consent and Participation

· micro based analysis that explains various mechanisms for obtaining public participation and consent (including the advantages and disadvantages of each in the context of xenotransplantation, i.e. as applied to the legal and moral thresholds, and process concerns)

· not every model is appropriate for all issues, circumstances and stages of consent; we are maintaining the threshold and process distinction; the models will be introduced as a potential way to incorporate consent at the different levels

· these models present options at the domestic level to consider the incorporation of public concerns into the policy and management of xenotransplantation

· "Efficacy will be assessed on the basis of a given participatory model to accomplish…" (xeno proposal)

a. the dissemination of competing viewpoints

b. the ability to focus dialogue between public and private interests, and 

c. in a manner that identifies common and complementary objectives 

i) Threshold Models

· the following models are options that are appropriate for consideration of xenotransplantaiton snapshot issues

· the models generally put forward singular questions that are not fact dependent, thus allowing a snapshot of public opinion to be ascertained 

a. Referendum—electors are asked to vote directly on a particular issue and their decision is meant to be binding on government. An advantage includes a direct impact on policy. Disadvantages include the tyranny of the majority and a disruption to representative government.

b. Opinion survey's—a researcher polls a groups of individuals with a questionnaire to determine their opinion on certain issues. Advantages include you can get a representative sample size, data is easy to collect and there is quick analysis of results. Disadvantages are the narrowness of the questionnaire and the absence of related questions.

c. Consensus conferences—also called citizen's panels. It is a three or four day conference where non-expert citizens (12-25) participate in a debate on a politically salient issue.  The participants draft a paper at the end of the conference. Advantages include citizen education, interactive setting, economical means of consultation and swift (about 1 year). Disadvantages are a small sample size and that the model has no direct impact on policy.

d. Citizen juries—similar to consensus conferences in that a panel of the public interact and debate an issue. The 18 participants are presented information in an adversarial manner (each "side" presents their case), the "jury" presents their findings and the final paper is written up by experts. Advantages are similar to consensus conferences. A disadvantage is that issues can be artificially compartmentalized because of the rigid adversarial structure.

e. Focus groups—6-15 individuals from specific backgrounds are gathered together to have discussions on specific issues. A moderator ensures discussion remains on topic. Advantages include gaining insights into people's shared understandings and influences. Moreover, it is possible to create a group that reflects certain interests (i.e. doctors, scientists, laypersons, etc.). Disadvantages are an inability (at times) to ascertain individual opinions, versus those of the group. The setting is artificial and other participants or the moderator can intimidate participants.

f. Deliberative polling—combines deliberation in a small group discussion with random sampling. Participants are polled on a certain issue and then 200-300 people are sent background information and partake in a 2-3 day deliberation session. The advantages are the creation of a dialogue, public education and a representative sample. However, the narrowness of the questionnaire remains a disadvantage.

g. Public hearings—used often in Constitutional issues, public hearings collect people in various geographical locations to express their opinion in a meeting-like setting. Advantages include quick organization, immediate feedback on politically salient issues and broad incorporation of different concerns. However, the lack of structure can make input difficult to consolidate and analyze. In addition, the model is used mostly in a consultative manner and has no influence on policy (i.e. Charlottetown Accord).

· given these models for threshold issues, we still need to recognize the difference between moral and legal thresholds; some models may be less appropriate for one threshold than the other

· threshold models provide a snapshot opinion on specific issues but in some cases, they can be used as process considerations (i.e. consult on xenotransplantation every two years)

ii) Process Models

· commonalties in these models provide an organizational structure that allows for ongoing decisions and deliberations 

· the administrative structure behind these bodies encourage in-depth and constant consideration of the main concerns of xenotransplantation

· existing structures may provide a visible contact point, accessible register, a public dossier and organize public hearings, all important aspects of participation and consent as outlined by Prof. Carmody

a. Advisory committees—are composed of experts in the field who review and make recommendations on specific problems. Expertise and easy administration are advantages of this model. Advisory committees have a lack of power or affect on policy and are not representative of the public. 

b. House/parliamentary committees—elected government officials form a committee to consider a problem in depth. Experts, laypersons and activists make submissions for committee consideration. These types of committees are highly effectual because they report to (and are a part of) the decision-making bodies and because they allow the incorporation of many voices. However, in some cases representatives are seen as non-representative of the public. 

c. Legislation—crystallizes public participation in legislation. An advantage of legislation is that public participation can be enshrined as an absolute right. Also, legislation usually provides a remedy if the right is violated. In contrast, legislation is rigid and time consuming to create.

d. Public hearings—described above. Beneficial in the process sense because concerns can be addressed incrementally as they arise. It also informs the public and diverse interaction and contribution is possible. Disadvantages are public hearings can be more "snapshot" in nature and are not always a useful tool to cover ongoing concerns.

e. Research ethics boards/hospital ethics committees—multidisciplinary committee to address moral and legal concerns. In this model, the multidisciplinary nature allows for various opinions that inform and decide the outcome. The advantages and disadvantages will vary depending on procedural rules. For example, required public participation on the board or committee involves the citizenry in a meaningful way. Moreover, the board is flexible enough to allow for continual review. However, depending on the procedural rules in place, the layperson may lack the right to vote and the deliberations and proceedings are often confidential.

· each of these methods incorporate citizen concerns into consultation models and reinforce the necessity for public consent on salient political issues

· in the context of xenotransplantation concerns, the models vary in their effectiveness to incorporate consent

The International Level

· it is difficult to achieve international consensus on the moral and legal threshold given issues of sovereignty and international reality

· because of the broad implications and risks of xenotransplantation that extend beyond domestic borders, international cooperation is desirable

· some legal threshold questions can be decided; specifically the legal framework and general principles of responsibility

· international regimes exist that allocate responsibilities and these models are starting points for the incorporation of citizen participation and consent at the international level

· the effort to include broad political perspectives in the governing authorities of the sea, trade and the environment show promise for a unified policy for xenotransplantation

a. the Sea Bed Authority—article 161 of United Nations Convention on the Law of the Sea outlines procedures and membership to the SBA. In particular, they include geographical, political, and industrial representation. The ability of the SBA to allocate legal responsibility shows promise for guidance with respect to xeno's legal threshold concerns.

b. WTO—has procedures for dispute settlement, and provisions for public participation, as well as a body of case law that has interpreted the scope of public participation  involvement of NGOs (Prof. Carmody and Milosz's memo). This model is very process oriented and provides a forum for dispute resolution.

c. various environmental treaties, such as the Rio Declaration on Environment and Development, also have stipulations for public participation on salient issues (see Florence and Milosz's memo).

· the desire for early cooperation helps us to avoid a Seattle-type opposition (WTO)

· the direction of international agreements and models of participation should maintain Prof. Carmody’s three aspects of consent to guide process development 

· moreover, the incorporation of NGOs in international consensus models should be explored (see Milosz's memo and Steve Charnovitz, "Two Centuries of Participation: NGOs and International Governance" (1997) 18 Mich. J. Int'l L. 183)

Conclusion
· as we consider xenotransplantation as a viable option for the human organ shortage, the public must be consulted; this consultation must go beyond domestic borders because xeno concerns do not respect national boundaries

· when attempting to obtain consent and public participation for xenotransplantation, the approach and questions must be divided broadly between threshold and consequential concerns, and more specifically, there is a need to examine consent at the micro, mezzo and macro levels

· this division is essential because it clarifies the debate and facilitates our understanding of consent in complex, multinational issues

· any progress in achieving consensus on the issues of xenotransplantation need to take into account this analysis

