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Résumé

Ce rapport fait partie d’une série commandée par la Division des politiques de la Direction
des politiques de la santé et des communications de Santé Canada, dans le but de donner un
apercu de I’information de base sur les tests génétiques servant a détecter les maladies a
déclenchement tardif (MDT). Il puise dans la documentation nord-américaine et européenne
actuelle concernant les tests génétiques, ainsi que dans la documentation portant sur les cadres
réglementaires du systeme canadien de soins de santé.

Le rapport, qui traite des questions relatives aux politiques et aux domaines de compétence,
se divise en trois parties. La premiére partie porte sur la relation entre les politiques publiques et
les technologies génétiques. Elle compte trois sections. La premiére section se penche sur la
nature ambigué de 1’évaluation des technologies complexes comme les tests génétiques. La
deuxiéme explore un modele équilibré pour 1’¢laboration des politiques et des réglements
concernant la génétique. La troisiéme présente quatre approches utilisées dans le passé pour
prendre des décisions politiques et réglementaires. Dans ce rapport, on soutient que ces
approches seules ne suffisent plus a 1’¢laboration de politiques et de réglements. Aujourd’hui, la
prise de telles décisions doit s’appuyer sur un solide débat public qui fait intervenir au moins
toutes les parties intéressées.

La deuxiéme partie du document expose quatre questions clés entourant 1’¢laboration de
politiques en matiere de tests génétiques. Bien que de nombreuses autres questions auraient pu
étre abordées, ces quatre questions sont assez larges pour englober les principales préoccupations
auxquelles le gouvernement doit s’attaquer au nom des citoyens. La premiere question concerne
le probléme de la discrimination génétique, qui regroupe le respect de la vie privée, la
confidentialité et la protection des populations vulnérables. La deuxiéme question porte sur le
droit des brevets en ce qui concerne le matériel génétique. La troisieme question est quelque peu
liée aux brevets : elle concerne la commercialisation prématurée des tests génétiques et le
probléme qu’elle pose au chapitre de 1’allocation des ressources. Enfin, la quatriéme question est
celle de la liberté scientifique; elle englobe les droits et I’autonomie de la personne.

La derniére partie du document analyse brievement les questions relatives aux domaines de
compétence en matiere de tests génétiques de détection des MDT.



Abstract

This paper is part of a series of articles commissioned by the Policy Division of Health
Canada’s Health Policy and Communications Branch to provide background information on
genetic testing for late onset diseases.' It draws on current North American and European
literature pertaining to genetic testing as well as literature pertaining to regulatory frameworks
within the Canadian health care system.

This paper on policy and jurisdictional issues is divided into three parts. Part one looks at
the relation between public policy and genetic technology in three sections. The first section
considers the ambiguous nature of evaluating complex technologies such as genetic testing. The
second section looks at one attempt at a balanced approach to developing policies and
regulations related to genetics. The third section presents four approaches that have been used in
the past to make these policy and regulatory decisions. It is argued in this paper that these
approaches alone are not adequate for the present-day task of policy and regulation development.
Current decision making requires a robust public discourse that involves at least all interested
parties.

Part two of the paper outlines four key ethical issues in policy development relating to the
area of genetic testing.” While there are many issues that could be explored, the four chosen are
broad enough to cover the major public concerns with which governments, on behalf of citizens,
are wrestling. The first is the problem of genetic discrimination, which encompasses issues of
privacy and confidentiality; also included here are concerns about the protection of vulnerable
populations. Second, there is the issue of patent law in relation to genetic material. Third, and
somewhat connected to the issue of patenting, is the premature marketing of genetic tests and the
related problem of allocation of resources. Fourth, there is the issue of scientific freedom; also
included here are issues of individual rights and autonomy.

The final part of the paper briefly analyzes jurisdictional issues related to genetic testing for
late onset diseases.
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The Relation between Public Policy and Genetic Technology

This part of the paper comprises three sections. The first highlights the ambiguous and
complex task of evaluating technologies such as genetic testing. What is the best way for
governments, on behalf of citizens, to take advantage of the benefits of genetic testing? If genetic
testing is to benefit human beings and not harm them, it is necessary to grasp the difference
between a technology (such as genetic testing) that allows human kind to flourish and one that
causes societal decline. The paper briefly explores some of the implications of this distinction.
The second section discusses the need for what Timothy Caulfield calls “a balanced and
informed approach to the development of genetic policies and regulations.” Given the
tremendous hype associated with the genetic revolution, Caulfield cautions against reacting too
quickly to either alarmist or utopian predictions. We need to explore the symbolic impact of the
various genomic metaphors different players use. This will allow for more balanced judgments
of the scientific, economic and cultural forces behind both the push for and the fear of genetic
testing. The third section outlines four approaches to policy development that are emerging in
response to biotechnology developments, which are drawn from a recent paper by Bartha Maria
Knoppers.* The four approaches are as follows:

1. aconstitutional, human rights approach that draws on already existing human rights
protocols to make judgments concerning applications of new technologies;

2.  a statutory-specific approach that is more direct and immediate in dealing with issues
as they emerge by creating laws to prohibit, constrain or issue moratoriums;

3. an administrative and regulatory approach relying on governmental or professional
bodies to monitor technologies and ensure quality assurance standards exist and are
followed; and

4. aliberal, market-driven approach that puts its faith in proper, professional practices
and litigation to restrain or limit new technologies.

Knoppers sees both strengths and weaknesses in each approach and asserts that the “choice
between these approaches, or a combination thereof, depends not only on the degree of public
trust in the credibility and effectiveness of such research, but on the state of the debate.” This
paper gives an overview of Knoppers’ discussion concerning the strengths and weakness of the
four approaches and the reasons she recommends adopting a more consultative approach to
policy development in relation to biotechnology developments.



The Ambiguous and Complex Nature of Technology Assessment

More often than not, public policy concerns arise when problems emerge and decisions
need to be made about the best way to deal with them. Problems involving technological
developments usually come to light after the technology has been developed, at least in its
beginning stages.® Advances in technological development create the need for responsible
decision making. This is primarily because there is a “gap between the ability to foretell and the
power to act.”’ The power to act is constitutive of being human, and human action involves
innovation. At their core, technological innovations are the fruit of the human need to act in the
world. Technologies are always bound up with social, political and cultural dimensions of human
living. The objective of technologies involves securing or transforming a standard of living
within a social, economic, political and cultural context; technologies are solutions to concrete
problems.® The gap between acting and the ability to foretell the consequences of our actions
raises the many dilemmas that concern governments acting on behalf of the people. It is
important to note that it is not necessarily a technology itself that raises difficulties. Rather, it is
how a technology disrupts or transforms aspects of society, economy, polity and culture. This is
often what policy decisions are concerned with — the disruptive power of technology. Although
originally a solution to a problem (whether that problem had to do with maintaining or enhancing
a standard of living”) — technology is now creating new problems (for example, the power to
predict future illness) or putting new twists on old problems (for example, a new form of
discrimination against asymptomatic persons or the “not-yet-ill”'’). Thus, one might ask, does
this technology promote progress — that is, does it help humanity flourish — or does it bring about
a decline that leaves humanity more disrupted or debilitated?

Few technological developments have elicited as much public interest, excitement and
concern as the rapid advances in human genetics. The technology of genetic testing, which is the
concern of this paper, is raising tremendous hope in terms of innovative medical intervention for
disease. Yet, in addition to standard health technology assessment issues, it is raising complex
problems related to privacy, confidentiality and information control, autonomy and
responsibility, discriminatory practices and the danger of eugenics, allocation of health-care
resources, patenting of genetic material, and the commercial marketing of genetic tests.
Underlying all these concerns, and what is perhaps the problem that needs to be addressed most
urgently, is public mistrust of the power of science and the multinational companies investing
millions in research.'!

Genetic testing appears to benefit humanity by identifying at-risk individuals and
populations and through its likely role in the eventual discovery of treatment for disease.
However, at this time, the potential benefits far outweigh the actual benefits.'” Therefore, there
are two levels of concern that need to be addressed when formulating policy decisions: the
long-term consequences of genetic testing and the immediate or short-term consequences. Both
are significant and need to be taken into consideration. For example, the short-term benefits of
genetic testing for most late-onset diseases appear minimal. There are several reasons for this.
First, in most cases, there is little or no treatment available for people who test positive. Second,



there is a great deal of concern that merely undergoing genetic testing (regardless of the results)
will somehow interfere with insurance and/or employment possibilities. Also, there are
immediate concerns about the effect of genetic testing on family relationships and self-image."
Finally, various commissions and task forces are strongly recommending the necessity of
counselling for people considering any form of genetic testing — prenatal, carrier or individual."
Yet, this need is undermined by limited resources (at least for now'”), access to genetic tests over
the Internet,'® and the accessibility of commercial testing when counselling services appear
insufficient.'” Long-term benefits seem brighter. As the accuracy of genetic testing improves and
treatment strategies grow, benefits might accrue that could exceed the risks or harms.

The term technology assessment — looking at ““all the possible and probable effects on
society of introducing or expanding particular technologies”'® — is in some sense a misnomer.
What is being assessed is not the technology itself but the impact — both positive and negative —
of a particular technology on society. The roots of the ambiguity of technology lie not in the
technology itself but in the multilayered impact of the technology. The subtle and nuanced
evaluations that a new technology demands stem from this multilayered impact, and it is
precisely the impact that needs to be understood in order to make decisions about the technology.
What is significant about particular technologies — and what most probably accounts for the
perception of the “power” of technologies — is that they “penetrate into the full range of
meanings, values, customs, beliefs, and expectations of a culture, shaping the hopes, the
aspirations and the sense of identity of their participants.”"” The power of technology itself
comes from its subtle, yet at times overwhelming, transformative effect upon almost all elements
of society.

Evaluating the short-term consequences of a technology calls for the familiar strategy of
gathering available current data and assessing the actual impact of genetic testing on individuals
and populations; whether it enhances the quality of people’s lives or not. Thus, assessing
short-term consequences involves exploring both the immediate benefits and the immediate
harms. Evaluating the long-term consequences cannot rely on empirical data alone. Assessing
long-term consequences must also rely on the imagination because it involves anticipating future
possibilities that cannot now be known.

In his introduction to the May 2000 issue of the McGill Law Journal, Timothy Caulfield
speaks of a shift to a “second generation” of legal analysis.”® The papers in this special issue*' of
the journal represent this shift. While the first generation, because of the international focus on
the Human Genome Project, identified “legal issues and [called] for a general governmental
response,”** the second generation analysis is more sophisticated. No longer merely responding,
this deeper level of analysis is “critiquing existing regulations and reconsidering the
characterization of the identified social concerns.”” More than merely a shift in approaches,
second-generation analysis signals a shift in levels, from description to explanation. The shift is
important and necessary because of the tremendous ambiguity of positive and negative aspects of
human genetics. Analysis of the issues cannot remain at the level of “how this affects me” or
“my community” or “my horizon of concern.” It needs to encompass an analysis of the legal and
policy issues “in their own right.” Analysis must now attempt to understand the relations
between the issues themselves. For example, technological change often creates value conflicts.



One significant value conflict in genetic testing is between the value of democracy and the value
of liberty or autonomy. The uniqueness of this value conflict in genetic testing can be seen in the
tension between an individual’s rights and the rights of that individual’s family, or the rights of
the community. The conflicts themselves are not unique to genetic testing. What is unique is the
set of relations that genetic testing sets in motion. It is precisely these sets of relations that need
to be analyzed and understood for policy decisions to be made. This calls for a deeper level of
analysis, beyond a first level of description to a second level of explanation. This is important in
order to move toward the balanced and informed approach of genetic policies and regulations
that is needed. The analysis also emphasizes the importance of collaboration in decision making.



The Need for a Balanced and Informed Approach

The Honorable Stephen Breyer, Justice of the U.S. Supreme Court, has noted the difficulty
that science-related decisions present to the courts and legislature. The question that launched
Justice Breyer’s remarks was the following: “How best can legal institutions — which must give
answers — interact with science — which so often poses difficult questions?””** Justice Breyer
emphasized that difficult science-related choices can only be made when the courts and
legislative bodies comprehensively understand the social and economic impacts of the choices.
Decisions need to be “grounded in realistic predictions of what science will do, and not [in]
fanciful prediction of what science might do.”*

Genetic research is affecting many fields of law; family law and patent law are two notable
examples. In addition, issues concerning genetic testing are relevant to various forms of law —
civil, provincial and federal. As well, there are various ways to control technology using public
policy. The most common controls are the allocation of funds and regulation or prohibition.
Control can also occur through legislative enactments and judicial decisions. It is also possible to
permit a technology such as genetic testing while still retaining some control through other
measures. Yet, to properly direct control mechanisms, there need to be what Breyer calls
“predictions of consequences” from those most involved and affected by the technology.

What is important here, for Justice Breyer, is not that the various “stories” of those involved
bring about an agreement about what should be done. Rather, it is that these stories raise the
questions that need to be asked and, thus, direct the courts and legislative bodies in that manner.
As Breyer argues “often our court rides the coat-tails of an existing public debate. The result of
the earlier discussion and debate was not agreement about the proper result; but it was agreement
about the nature of the question and upon many of the relevant parameters.”** Public debate
informs and prepares the courts for responsible decision making.

Justice Breyer suggests that two sets of issues — the ability of genetic testing to forecast an
individual’s future chances of developing a serious or terminal disease and the inability of
existing patent laws to handle the complexity of issues and rapid developments in genetic
research — “may not yet have been subject to the kind of public discussion and debate that help to
assure the soundness of a public policy decision.” Besides the fact that many of the questions
concerning genetic testing require interdisciplinary expertise, what makes them so difficult to
answer is that, in most cases, the consequences are not yet known. As well, what molecular
biologists are discovering and understanding about genetic testing is continually changing. Thus,
Justice Breyer states that “not surprisingly, policy change so far seems to have occurred
primarily in those areas of law where change is more easily revised or reversed — for example,
government funding, professional responsibility, or ethics.”’

Rather than the more traditional mode of interaction among scientists, courts, legislatures
and other interested parties — the focus being on what can or cannot be permitted and so the
various positions provide information in the hope of swaying the decision — Justice Breyer



proposes an alternative. He suggests an open forum in which “scientists, other experts, lawyers,
legislators, perhaps judges too, engage in an on-going extended policy-oriented conversation —
outside legislative or judicial forums.” The forum is not for negotiating differences. Rather, the
forum is “for the discovery of common approaches to the facts, identification of the relevant
unknowns, and the creation of areas of agreement and disagreement.”” The “conversation
metaphor” that Justice Breyer is recommending must include more than scientists and legislators;
it must include all affected groups. In this way, it will allow for both mature interactions — that is,
true discourse — and innovative approaches to policy legislation — the “imaginative” approach to
policy making discussed above.

In promoting the kind of discourse that Justice Breyer recommends, it is important to reflect
on the power of language, especially metaphoric language. Language is not only descriptive, it is
also performative — that is, language plays a role in bringing about what is intended. Language is
the tool we use to structure and construct our world. Indeed, it is the tool we use to make sense of
reality. Metaphoric language is a powerful tool in this respect. As all poets understand very well,
many experiences can only be spoken about indirectly through metaphors. Yet, metaphoric
language is not restricted to poetry. It is a tool used in all forms of communication, including
scientific language. A rather long quote makes the point well:

A belief long standing among geneticists (and one that has acquired greater
currency in recent years for the public at large) is that genes are the primary
agents of life: they are the fundamental units of biological analysis; they
cause the development of biological traits; and the ultimate goal of biological
science is the understanding of how they act. Such confidence in the power
and agency of genes — codified in what I call “the discourse of gene action” —
has been of immense importance to the history of genetics and, most
recently, to the launching of the Human Genome Project. But what does
attributing (or for that matter, denying) causal power to genes mean? To
what extent does this way of talking reflect a set of “natural facts,” and to
what extent does it reflect the facts of a particular disciplinary culture? And
is it just a way of talking? Is it not also a way of thinking, a way of seeing,
and a way of doing science?*’

The field of genetics draws heavily on metaphoric language. This is clear when one
considers some of the very familiar language that has emerged from the Human Genome Project.
For example, the common phrases “the code of codes” and “cracking the genetic code” suggest
that the human person, made up of billions of genes, is a code that needs to be deciphered.
Clearly, this is one way of talking about reality. Yet, it is a way of talking about reality that
promotes the importance of science, especially human genetics. Some see the Human Genome
Project as unlocking the “secret of life.” Again, this shapes the value we place on this science.
Unlocking the secret of life and knowing the future (two of the promises that accompany
genetics) tap into one of humanity’s deepest desires, and so genetics becomes the undisputed
king of the biological sciences.



The purpose of highlighting the metaphorical character of scientific language is not to try to
detract from the important contribution that a science such as molecular biology is making.
Rather it is to emphasize Justice Breyer’s recommendation concerning the importance of open
fora for interdisciplinary dialogue. Interdisciplinary dialogue invites a variety of world views or
horizons of concern into the arena. Thus, the metaphorical language of genetics or law or
philosophy or theology is heard against the backdrop of other readings of reality. This will
contribute significantly to the task of policy makers to develop well informed and thoughtful
regulatory policy.

Four Evolving Approaches to Policy Development

Genetic testing poses concerns and questions that are difficult to circumscribe because of
the evolving and dynamic nature of human genetics. If, in this context, Justice Breyer highlights
the need for ongoing collaboration in an open forum, Bartha Maria Knoppers emphasizes the
need for “a public policy framework which is as epigenetic as the subject matter and the social
trends the policy would seek to address.”” Knoppers outlines four approaches to policy
development that are emerging in response to developments in biotechnology: a constitutional,
human rights approach, a statutory-specific approach, an administrative and regulatory approach,
and a liberal, market-driven approach. Each is outlined briefly below.’’

Human Rights Approach

The human rights approach relies on court decisions that are based on already existing
human rights codes, declarations or conventions at both the national and international levels.
New applications of technology are restricted or limited when they pose some threat to human
rights. For example, discrimination and confidentiality are issues that touch on the fundamental
human rights of individuals. Right now, most governments prohibit or restrict access to genetic
testing information by insurance companies and employers based on these rights.

This approach to policy development has several strengths. First, it gains support from
public interest groups who participate in human rights cases. This helps the courts to read the
“signs of the times” and identify public values related to the specific issue. Court decisions are
then likely to reflect the values that these specific public interests represent — values that often
reflect the broader social order. Second, when the courts are bold, the approach helps to set
far-reaching precedents in the interpretation of human rights issues, such as privacy and
discrimination. Also, it serves to help clarify the complexity of issues being debated.

The main weakness of this approach is that it tends to be reactionary rather than innovative
— that is, the issue can only be challenged after it has already happened. In the case of a new
technology, it can only be challenged after it has entered into research and health care programs
and some right has been violated. Also, it is ad hoc, and so can be very limited in its
effectiveness. Finally, when the courts are not bold and they refuse to go beyond the facts of the
particular case, the effectiveness of the court decision is minimal despite much time and expense.



Statutory-specific Approach

The statutory-specific approach addresses scientific advances by implementing prohibitions,
constraints or moratoria. This approach is not so much reactionary as resolute. It “takes the bull
by the horns” and gets results faster. An example of this approach is former U.S. President
Clinton’s moratorium on research on human cloning. This approach relies on the government to
take active steps to come up with specific statutes in response to new technologies. The
advantage of this approach is that it is immediate, it brings with it certainty, clarification and
precision, and it generally represents a political consensus. The U.S. moratorium is effective by
blocking federally funded research.

There are, however, a few real disadvantages to this approach.’> Of significance is the
limited scope of the narrowly focussed statutes. On the one hand, legislation that includes
prohibitions or moratoria can create a false sense that the issue has been dealt with, when in fact
only a very specific aspect of the issue has been addressed. Therefore, other potentially more
socially and ethically problematic aspects of the issue are left unaddressed. On the other hand, if
governments react too quickly, highly beneficial research may be stifled.’® The important point
here is that the complex and ambiguous nature of genetic research and genetic testing warrants
the need for less hasty procedures. As Knoppers indicates, “if such statutes are adopted in rapid
succession, there is a risk of enacting contradictory positions and definitions.” Clearly, it is
difficult, in such a process, to cover every angle. In the desire to close off debate, especially
when dealing with a “moving target” such as genetic research, decisions will lack a “proper
foundation based on scientific risk assessment.”**

Administrative and Regulatory Approach

The administrative and regulatory approach relies on the mechanisms of quality assurance,
standardization and monitoring through governmental or professional bodies. Thus, professional
codes of ethics and quality assurance (for example, in laboratories that offer genetic testing) are
forms of this approach. The key advantage of this approach is that it operates at a grassroots
level. The focus here is on the professionals themselves and the procedures. Consequently, this
approach meets with little resistance from those it affects because regulatory decisions emerge
gradually from within the ranks. Thus, it ensures greater effectiveness and integration of
recommendations into practice. The problem with this approach is that it emphasizes practice to
the detriment of theory. The emphasis here is on administering technologies, yet the deeper level
analysis of value choices and value conflicts tends not to be addressed. Also, when codes or
standards are drafted by the professionals involved, they can be self-serving as ways to avoid
lawsuits, to limit restrictive legislation and to “appear” responsible.

Market-driven Approach

Finally, the market-driven approach advocates a laissez-faire strategy — that is, the less
governmental control the better. James Watson resigned as director of the Human Genome
Project in part because he felt that decisions concerning patenting of genes (or, as some argue, of
genetic information) should be left to scientists and not to politicians and bureaucrats.” The
justification for this approach is that, in the end, proper professional practices involving new
technologies will prevail if not because they are morally convincing then at least because they



afford some protection against litigation. The advantage of this approach is that it offers the least
resistance to innovative scientific research. Thus, this approach attracts public and private
investment of technological development. The key difficulty is that it is heavily influenced by
those who stand the most to gain, either financially or ideologically. Often, “special interest”
groups heavily involved in either promoting a new technology or restricting it are not open to
public debate or any form of government-initiated oversight.

Each approach has strengths and weakness. The choice of approach depends “on the degree
of public trust in their credibility and effectiveness and on the state of the particular debate.”°
The problem, according to Knoppers, is that in Canada “there is no debate, at least no public
debate.” She indicates that there is a “current lack of visibility and transparency on the
contentious fundamental issues.” She calls for “a structured and rational process” to addressing
these issues, not through providing more information but through “procedural mechanisms (such
as regional fora, media debates, websites, and public referenda) that are both participatory and
consultative.””” What both Justice Breyer and Bartha Knoppers are indicating needs to be
stressed. The rapid advances in the science of genetics call for a response that is, if not as rapid,
at least as dynamic. The four approaches to policy development that have been emerging in the
last two decades in response to genetic technology are useful in particular cases. Yet, overall, the
best approach may emerge in a completely new form and will be the result of the dynamic
process of interdisciplinary, multilayered discourse. That, in fact, is what a democracy is all
about: voices being heard, positions being stated and counter-positions being heard. In the end,
legislators and policy makers will decide based on a collaborative framework.

Key Ethical Issues in Policy Development and Genetic Testing

As indicated in first part of this paper, when discussing the concrete issues that affect policy
decisions, there are two levels of analysis needed: the immediate impact or consequences of
genetic testing and the longer range impact. The first level relies on already established empirical
evidence. The second level relies more on imagination, yet not the extreme, dire predictions of
science fiction. According to Timothy Caulfield, dire or extreme “[hurts] the debate around
ethical issues and the development of regulatory policy by deflecting discourse and
policy-making momentum toward the extreme and away from immediate, practical concerns.
Yet, if we do not look beyond our immediate horizon of concern, our understanding may suffer
from short-sightedness. There is a need to consider the immediate practical concerns about
genetic testing and to anticipate how genetic testing might affect us in the future. Making sound
and balanced judgments relies not only on immediate data, but also on the ability to anticipate
future directions of genetic testing. Our decisions need to be based on both the immediate and
the future impact.

9938

Particular issues that consistently appear in policy discussions regardless of the national or
international affiliation of the policy-making bodies tend, on the surface, to reflect immediate,
practical concerns. However, the issues consistently point beyond the immediate to future
concerns that also require attention. This, in part, accounts for the deepening of analysis that is
happening, which Caulfield refers to as “second generation” analysis. The issues remain constant
yet the level of analysis gets continually deeper. New questions emerge that broaden and deepen



our understanding of the impact of genetic testing on society. This part of the paper discusses
some of these issues. The purpose is not to elaborate on the various components of issues
concerning genetic testing since a literature review has already been done.*” Rather, the goal is to
look at the links between particular aspects of issues and the three steps outlined in the first part
of this paper. The analysis pays particular attention to the following: first, how issues call for
both immediate and long-range analysis and an understanding of the shifts in thinking that have
taken place as the debates have matured; second, Justice Breyer’s recommendation concerning
the need for open forums of interdisciplinary discourse; and, third, Bartha Knoppers’ four
approaches to policy development and her recommendations concerning public policy
discussions.

There are four main issues. The first concerns the problem of genetic discrimination, which
encompasses issues of privacy and confidentiality; also included here are concerns about the
protection of vulnerable populations. Second, there is the issue of patent law in relation to
genetic material. Third, and connected to the issue of patenting, is the premature marketing of
genetic tests and the related problem of allocation of resources. Fourth, there is the issue of
scientific freedom; also included here are issues of individual rights and autonomy.

Genetic Discrimination

Many national and international organizations have written policy statements on genetic
discrimination.*® Genetic discrimination is discrimination on the basis of a person’s genotype. It
is “directed against an individual or family, solely because of their apparent or perceived
variation from the ‘normal’ human genotype.”*' The recognition that genetic discrimination
poses a threat to the insurability and employability of persons prompted many countries to pass
legislation regulating the use of genetic information.** The prompt action on the part of
government bodies against the threat of genetic discrimination is an example of both the human
rights and the statutory-specific approaches to policy development. However, these actions are
having ramifications that were not anticipated. There are two sources of criticism. The first is
that while the legislation’s aim is to prevent one type of discrimination, it may be inadvertently
promoting or bringing about another. As one article describes it, “with the exception of the
relatively rare single-gene diseases, it is difficult if not impossible to distinguish genetic from
nongenetic diseases and tests.” Therefore, “it may be unfair to protect individuals from the use of
genetic information but not from the use of nongenetic medical information.”* The second
critique concerns discrimination in relation, indirectly, to privacy. The major medical
contribution of sequencing and mapping the human genome will come from “the power of
sophisticated diagnostic and prognostic tools and of informatic capabilities within medicine.”
This promises the following:

1) genetic screening of asymptomatic populations for carrier status and
prevention of the onset of genetic conditions; 2) knowledge of susceptibility
status for specific and individualized drug targeting; and 3) genetic testing
for individual treatment, reproductive, and lifestyle choices.**
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As has been noted already, these are promises not accomplishments. However, in order for
these goals to be realized, research must advance — research that depends on population data
collection and data banks. Yet, fear of discrimination and privacy violations set up obstacles to
this kind of data collection and storage. Paradoxically, it is precisely these obstacles that may,
inadvertently, lead to discrimination and privacy violations. According to Bartha Knoppers,
restrictions on the availability of population data will push genetic researchers and informatics
into the private sector, making public oversight impossible. Thus, promoting
government-sponsored and -regulated population screening may contribute to averting or
dismantling discrimination and privacy violations that would result if the information were only
accessed by those in the private sector. According to Knoppers, population database systems
could be created that would conform to modern privacy goals and thus, not be misused by
discriminatory practices. Protection of vulnerable populations can only be ensured when data
collection and information storage is regulated. Public willingness to participate in data
collection will only develop when the public is assured that it is safe, confidential and will not
lead to discrimination against them. Achieving this goal is not straightforward. Neither a human
rights approach nor a statutory-specific approach to policy development is sufficient. Thus, new
ways of dealing with discrimination are needed.

The intertwining of issues concerning discrimination, privacy and confidentiality reveals
that addressing these difficult matters requires the kind of sophisticated analysis that comes only
from collaborative efforts. The immediate areas of concern here are insurance and employment.
However, the danger of genetic essentialism can lead to a variety of other forms of
discrimination — for example, discrimination against the disabled and a heightening of racial
discrimination. It can also lead to an uncritical acceptance of what is “normal” and “acceptable”
about being human. Policy discussions need to anticipate and address these developments.

Patent Law in Relation to Genetic Material

The difficult questions associated with patent law concern the nature of what is being
patented. Do products of genetic research have the status of “protectable invention” or “useful
device,” or are they an existing aspect of nature? Should scientists be allowed to claim property
rights over natural phenomena such as molecules, genes or even whole organisms?

Susan Greenfield, a high-profile neuroscientist in England, working at Oxford University,
recently sought a patent on “a brain molecule.” Her justification for the application was that she
was patenting a piece of information, not the molecule itself. “It’s more accurate to call this the
patenting of an idea rather than the patenting of part of nature.”* According to Greenfield, the
patent is necessary to prevent others from prospering from her research. Also, the need for
funding to promote important medical research necessitated her decision. “The problem is that
there is always a shortage of funding with any kind of research that involves risk of eventual
failure. By seeking a patent and setting up a company, we are attracting long-term risk funding
through commercial investment: and the commercial backers will want a dividend if it works.”*
Oxford University will also benefit. It will receive 30 percent of all profits. Patent law gives the
owner exclusive use of the patented material for 20 years. It gives the owner the opportunity to
recuperate costs and to make a profit without fearing direct competition.
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The Greenfield case highlights the dilemmas concerning patenting in relation to genetic
material. On the one hand, there are ethical and social concerns about exclusive ownership of, if
not a part of nature, than at least knowledge of that part of nature — knowledge that may
significantly benefit humankind. (Greenfield’s work may lead to treatment for Alzheimer
disease.) Excluding other researchers from working on that particular aspect of nature raises
concerns because it limits the advance of research. Also, there is the issue of respect for genetic
material as part of the person and of humanity.*” On the other hand, should scientists, universities
and governments not be rewarded for the efforts and funding that went toward the advance in
research? The often-cited case of the British molecular biologist, Cesar Milstein, who discovered
monoclonal antibodies (a “process that led to the development of universally used diagnostic
testing procedures for immunological diseases”) reveals something of the dilemma.

“The Medical Research Council (MRC), under which Milstein was working,
disdained to copyright the discovery. Then a patent was taken out by the
Americans. Huge sums of money accrued to the patent holders, which helped
fund America’s burgeoning biotech industry. It has been claimed that
hundreds of millions of dollars were lost to British biotech research funding
as a result.”*

One key tension here is between, on the one hand, the stake each one of us has in
information on our own nature and, on the other hand, the stake that scientists and investors have
in circumscribing that information. Another dilemma is whether current patent law can even
apply to biological material. The patent law was certainly not originally written with this in
mind. Does it need revision to address patents on biological material or do we need some new
mechanism to address the issue? The legal complexity introduced through the patenting of
genetic materials highlights the need for new frameworks of analysis. Can something as new as
patenting genes and living organisms fit into a framework that was built for something
completely different? The issue of patenting has implications in areas beyond merely patenting.
It again addresses the complexity of genetic technology and the uneasy fit between this new
technology and traditional frames of reference.

E. Richard Gold’s article “Biomedical Patents and Ethics: A Canadian Solution” is one
attempt to work through the issue of patenting in order to recommend a framework that
addresses the complexity of the Canadian scene. Gold states that the practical need for provincial
government approval of medications and biomedical tests and services “provides Canada with a
unique (at least as compared with the United States) opportunity to incorporate ethical
considerations into debates over the use of biomedical materials.”* The provincial insurance
plan could require that certain ethical standards be met before approving a specific service. In
other words, the provincial governments could set the standard that a company, with a patent on
a particular medication or genetic test, must meet.
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For example, the vendor may be required to demonstrate that university
researchers and competitors have access to the biomedical material to
develop preventative measures or alternative therapies to the illness in
question. In the case of genetic tests, vendors could also be required to
establish that their marketing is limited in scope, that all those who take the
test will be given genetic counselling, and that issues of family access to the
results of the test will be discussed with patients prior to the administration
of the test.”

Gold’s proposal is an innovative attempt to use the strength of Canada’s jurisdictional
layout and the medicare system to shift the state of the debate. It does not fit with any of the
policy development approaches laid out. Rather it is an intermingling of them, the result being
something that addresses the legal complexity of the patenting frenzy without stifling the
free-market concern of the investors.

Premature Marketing of Genetic Tests and Allocation of Resources

Related to the commercialization of genetic research is the issue of the premature
introduction of genetic testing as seen in the marketing of genetic tests. Genetic testing
technologies are the frontrunners in the payout stemming from genetic research. They are
probably the best known and the most utilized aspect of genetic research. However, the benefits
of genetic testing are still uncertain. Thus, the question of allocation of resources is important. If
the main benefit of genetic testing is psychosocial, should other treatments, more directly
beneficial to the actual illness, take precedence? Even the psychosocial benefits remain
ambiguous. One example is the use of the tests for BRCA1 and BRCA2 mutations in relation to
breast and ovarian cancer. It is estimated that 5 to 10 percent of these types of cancer manifest
the gene mutation. Yet, there is considerable debate about the relationship between the gene
mutations and the cancers.

[A] considerable proportion of the familial risk of breast cancer is not
attributable to mutations in the BRCA1 and BRCA2 genes.... Only a small
proportion of patients with early-onset breast cancer carry a mutation in one
or the other gene, and only a small proportion of the familial risk of breast
cancer is attributable to these genes.’

In a recent survey in Canada by the financial and managerial firm PricewaterhouseCoopers,
the majority of respondents welcomed genetic testing for medical purposes. More than 90
percent of respondents favoured genetic testing to diagnose illnesses earlier, to determine the risk
of transmitting a disease to one’s children, and to determine an individual’s risk of acquiring a
disease some time in the future.” In British Columbia, the Hereditary Cancer Program has a
seven-month waiting list at its Vancouver site and a five-month waiting list in Victoria. Until
December 1998, the then two-year-old program had only one counsellor, who was seeing only
half of the 60 people referred each month. A second counsellor was hired in December 1998. A
growing number of referrals from the Fraser Valley and the B.C. interior is exacerbating the
problem. Patients can opt to be tested in the United States for $3,000 or, if a doctor rates a case
as urgent, a patient can be fast-tracked to the front of the line.
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The importance of women with a strong family history of breast cancer knowing with
greater certainty whether they are likely to develop the disease motivates them to seek genetic
testing. Women who test positive must decide whether to undergo preventative bilateral
mastectomies and ovariectomies to lessen their chances of developing the disease.” Despite this
benefit, concern remains that many genetic tests, including the BRCAT1 and 2 tests, are
premature.>* Given the ambiguity of the relationship between BRCA1 and 2 and cancer, and the
invasive treatment that may be ineffective, two questions emerge that apply to many other forms
of genetic testing. First, was genetic testing for breast cancer introduced prematurely? Second,
given the ambiguity of the benefit, should health care resources be allocated to this type of
testing? Again, the complexity of these issues raises concerns and questions about public
understanding of the benefits of genetic testing and open discussion concerning its immediate
benefits. There are two approaches to policy development that are influencing this situation.
Certainly the market-driven approach is operative here. Myriad Genetics, which markets genetic
tests, advocates “a broad definition of the ‘at risk population’ ... and will test anyone so long as
the request comes through a physician™ even though the Stanford Program in Genomics,
Ethics, and Society recommends against testing for most people.”® Also, human rights enters into
the discussion here. Is genetic testing a right and, so, is withholding testing somehow a violation
of that right? Indirectly, the human rights approach played a role in Fiona Webster’s fight to
have the Ontario Health Insurance Plan pay for a genetic test for breast cancer in Utah (because
it was not available in Ontario except in a research setting and a patient could wait up to two
years for the results). The case also opened access for other women to receive the test and
prompted the Ontario government agency that advises on and coordinates programs in cancer
detectiog, care and research to ask the government for $4.5 million to provide this clinical testing
service.

Scientific Freedom

Connected with premature entry of genetic testing into the marketplace are policy
development issues related to scientific freedom. What is science’s responsibility on an issue
such as the premature entry of genetic testing into the marketplace? A major component of the
science of genetics is its relationship to big business. The relationship between health care and
business is not new. What is significant in terms of genetics is the enormous amount of money
that has been invested in the development of genetic technology, with genetic testing of
particular interest for investors because of its more “immediate” returns. It is not only
professional enthusiasm that leads to premature implementation of genetic testing, but it is also
the enthusiasm of investors.

Autonomy of research in any discipline must be guaranteed for a number of reasons.”
Scientists, or any researcher, must be autonomous; otherwise they would not be able to make
their own unique contribution and so advance the field. But autonomy does not mean a lack of
criterion. Rather it calls for the accountability of other scientists and it works within the
framework of professional codes of behaviour (the administrative and regulatory approach).
Also, autonomy demands responsibility. Scientists are responsible for “keeping their own house
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in order” and for the influence they have on those who are affected by their work. Again,
regulation through professional standards, but also through the human rights approach, is
required. For example,

does society have a “right,” as the “affected party,” against a “producer of
research” who has developed — or is threatening to develop — a new
technique? What kind of right? Is it a right to “participate” in, to govern, or
to control the decision to develop and implement the technology?™’

Genetics evokes both awe and fear in the public realm and so policy decisions are made in
an effort to control both extremes. Given this scenario, one might ask, is it science’s
responsibility to educate the rest of the population concerning its methodologies, frameworks of
analysis and values?® Or, is it the public’s responsibility to be vigilant about scientific research
and new technologies? For example, some feel that the Ethical, Legal, and Social Implications
Task Force of the Human Genome Project was merely a strategy to prevent criticism of the
science — that genuine concern about ethical and social issues is placed a far second behind the
scientific endeavour itself.®' Yet, as discussed in the first part of this paper, science must
dialogue with policy makers and others. Scientists “cannot be solely accountable for the (ab)uses
of ensuing technologies.”* Policy decisions cannot be made wisely without the interdisciplinary
dialogue that informs all parties of the relevant legal, ethical, scientific and social issues.
Autonomy is a prized value in the Western world. It is a right that brings with it awesome
responsibility, for science no less than for all disciplines. The freedom of thought and of research
that science needs does not have to conflict with or undermine the rights and freedoms of all
concerned. However, this balance will only come from public discourse.

Jurisdictional Issues Related to
Genetic Testing for Late Onset Diseases

One of the leading sources of tension that has evolved from the Human Genome Project is
data sharing. The complexity of this tension is the result of economic, ethical and social
implications (for example, the issues of patenting, discrimination, and familial and community
relationships). The tension emerges from the differing views of those involved in both
researching the human genome and utilizing the fruits of that research (for example, genetic
testing). It is also the result of differing visions of the purpose of the Human Genome Project.
One commentator describes the difference this way: “[T]he human genome project seeks to serve
two frequently conflicting purposes — international cooperation, which is a proxy for the ideals of
open science, and national competitiveness, which turns on the acquisition and protection of
self-interested advantages.”® Yet, more complex levels of tension also come into play. The
complexity stems from a plurality of differing views concerning the purpose of genetic research
— at one end of the spectrum is the altruistic incentive of promoting health and, at the other end,
the profit-oriented incentive of multinational companies and their investors. The many national
and international efforts to establish guiding principles and policy recommendations concerning
genetic research and genetic testing® were brought into play precisely to moderate the progress
of the Human Genome Project and to moderate the “conflicting purposes.” The Human Genome
Organization was founded precisely to have an international organization involved in the Human
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Genome Project. It was christened the “U. N. for the human genome” by an American
biologist.®” One of the key concerns, and sources of tension, about the Human Genome Project
was its “bigness” and its centralization.®® This particular tension stems from conflicting views
about private, small-scale initiatives versus “state-controlled,” large-scale operations that the
Human Genome Project represents.

This complexity of “visions” concerning the Human Genome Project is a fitting backdrop
against which Canadian jurisdictional issues can be considered. In thinking about genetic testing
in relation to policy development in Canada, the relationship between the federal and
provincial/territorial health care jurisdictions plays an important role. (Also included here could
be the relationship between regional and local jurisdictions.) What is striking about the complex
interactions at these various levels in the Canadian health care system is that there are parallels at
the international level. One recognizes the need, given the reality of globalization and
multinational companies, for truly international dialogue. The Human Genome Project, which
involves the work of many nations, demonstrates, for Canada as well as other nations, the
collaborative efforts involved both in regulating the science of human genetics and in research
initiatives. At the same time, one recognizes the important role of national, provincial and
regional initiatives. Even with its size, the Human Genome Project cannot escape the concrete
reality of the everyday lives it is affecting. In this context, two broad issues come to fore that
have a bearing on jurisdictions in Canada. The first concerns health care funding and policy
frameworks and the difference between centralized control of health care and regional initiatives.
The second concerns regulatory frameworks and the role of federal and provincial/territorial
jurisdictions in these frameworks. Both of these issues are discussed below.

Centralization, Decentralization and Regional Initiatives

The history of the Canadian health care system is one of gradual integration among diverse
realities, even though the integration is more implicit than explicit. The 10 provincial and three
territorial health care systems in Canada represent a multiplicity of visions, yet they share several
basic features. The shared features revolve around the five principles of medicare:
comprehensiveness, universality, accessibility, portability and non-profit public administration.
Yet, while the legislation changing the funding of medicare was implemented on the grounds of
“good faith” between the federal and provincial governments, it did not take long for this good
faith to break down and the need for enforcement to occur.®” Initially, the breakdown and the
enforcement measures had to do with extra billing on the part of physicians. Now, the
breakdown has to do with different visions of what Canadian health care should be. The great
majority of Canadians agree that Canada has an obligation to provide citizens with basic health
care. In fact, “[h]ealth care has become a metaphor for Canada itself in a way that is true of no
other social program. In the public mind, the way we care for the ill is representative of the
essential principles of Canadian social democracy.”®® The commitment to providing basic health
care appears to be solidly part of Canadian self-identity. However, a significant part of the
current disagreement concerns sow funding of basic health needs should take place and what is
considered necessary and unnecessary health care.®
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In reality, the Canadian health care system involves more than the federal government and
the provinces and territories. There are community-based systems for decision making evolving
in most provinces.”® This trend will most likely continue. As well, group practices that provide
comprehensive 24-hour, 7-day care are being launched in many places in Ontario: Paris,
Kingston, Hamilton, Ottawa, Thunder Bay and Parry Sound. These pilot projects are funded
jointly by the federal and provincial governments and established under the auspices of the
Ontario Medical Association, and involve around 200 doctors and serve approximately 450,000
patients.”" In addition to these various social structures, the Canadian health care system involves
members of the general public and professional providers of care. Thus, we see a system that is
multilevel and multidisciplinary.

It is precisely this mixture of levels that offers the potential for both divisions and
integrations within the health care system. On the one hand, there are those who feel that the
health care system must decentralize. Former Ontario premier Bob Rae is representative of this

group:

[O]ver time, the central locus of health care decision-making will devolve to
a new form of regional structure that can accommodate consensus and enact
appropriate decisions, something that cannot take place at levels of
provincial and national government where issues become too abstract.
Instead, new types of regional health and social service authorities will have
to have real power, as well as real money.”

On the other hand, the fear of what devolution will do to the health care system is well
expressed in the following statement by the former federal health minister Monique Bégin:

[T]here are a number of questionable concepts and theories circulating these
days, but the one that worries me most stems from the provincial premiers’
enthusiasm for the Access paper which led to the current discussions on the
“Social Union.” The provinces are essentially saying that they want to
enforce the Canada Health Act amongst themselves, a stance that will most
likely collapse into cozy, reciprocal compromises which do not take the
common good — Canadians’ health — as the foremost concern. The proposal’s
premise that the 10 Canadian provinces are true equal partners is pure
fantasy, and the whole concept presents an array of serious problems.”

The strengths and weakness of each level are highlighted when one considers a health care
issue such as genetic testing. The tension between these two visions (or various configurations of
these visions) of health care in Canada — one decentralizing and the other centralizing — has
always existed.”* The tension itself remains even while the concerns shift. The evolution that has
taken place in health care since the late 1940s when publicly funded health care started in
Saskatchewan and gradually evolved into Canada’s current system of universal health insurance
has been described as “revolutionary.””” This revolution has partly contributed to some of the
dilemmas and tensions concerning health care.
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Much of the discussion about health care today has to do with what Dr.
Maurice McGregor once called “the costs of our success.” We live in an age
in which medicine has become so successful in achieving its aims, and so
specialized, that our society now cannot afford to do everything that it is
possible to do for everyone.”

Regulatory Frameworks

Genetic testing is implicated by Dr. Maurice McGregor, cited above. Some predict that the
future of medicine is in the science of genetics. Genetic testing, even though the development of
preventative strategies is in its infancy,’’ is leading the way. According to one commentator,
“biotech policy will inevitably become linked, if not intimately tied, to general health policy in
Canada.”” In this context, an important issue that figures into the federal-provincial/territorial
debates concerning implementation of health care and the implications for genetic testing has to
do with concerns over regulating genetic testing. The health care system in Canada has been
described as

a patchwork quilt of non-systems. ... Within the limits laid down by the
Canada Health Act, each province can spend its health care dollars as it sees
fit and organize its health care delivery any way it wants. In true Canadian
fashion, every province is different, and within provinces there are all sorts
of variations.”

Amid this “patchwork quilt,” the task of regulating genetic testing is important for several
reasons. First, it is important because given the “uncertainty” surrounding the benefits and
accuracy of genetic testing,* careful regulatory frameworks need to be set in place. Due to the
particular difficulties of genetic testing for late onset diseases, stricter regulation and monitoring
of laboratories is recommended not only in Canada but also in the United States and in Europe.®'
Also recommended are more stringent personnel and quality-control requirements, certification
of laboratories and standardization, and formal training and board certification in genetics for
individuals responsible for laboratories that offer genetic tests.

Second, given the difficult task of matching health care resources with health care needs,
systematic regulation across Canada (and indeed, moving toward international norms) will allow
a standardized system to be set in place in order to lessen wasteful repetition of a variety of
protocols across the country. The example of drug approval in Canada serves as a model here.
Rather than one national drug approval system, there are 10, causing replication and wasting of
time and resources. As well, some drugs are approved in one province and not in others.*” This is
not to suggest that centralization and “bigness” are always better. Rather, it is to suggest that in
certain circumstances, centralization creates efficiency that, in turn, frees regional bodies to
focus on regional needs.

An important aspect of the regulation of genetic testing concerns product safety. Looking at
how product safety is regulated in Canada provides insights into regulation issues for genetic
testing. Product safety in Canada is determined by “market forces (desire to satisfy consumers),
government regulation, industry standards and tort litigation.”** Because product-specific
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regulation has proven slow and unpopular in a climate of deregulation, there has been more
emphasis on tort law (“a form of civil liability which allows a victim to sue a wrongdoer who
caused his/her loss or injury and to recover compensation”*). Tort “doctrines of negligence”
prevails in seven out of ten provinces. This measure puts the onus on the victim to show that the
injury or loss was caused by a fault of the manufacturer — that is, the manufacturer failed to take
reasonable precautions. The strength of this measure is that it does not rely on a contract between
the manufacturer or distributor and the consumer. The courts will recognize that the
manufacturer has a responsibility beyond a direct contractual relationship between seller and
buyer.

There are three levels of product defect. There are construction defects: only some units of
the manufacturer’s product are defective. There are design defects: all the units are defective by
design itself. This takes two forms. First, the product does not perform as the consumer would
expect it to and, second, the manufacturer did not demonstrate clearly that the benefits of the
injury-causing design outweighed the risks. Finally, there are warning defects: adequate
warnings are not given by the manufacturer concerning the inherent risk of a product. The
warning defect comes into play when the manufacturer fails to inform consumers of either the
risk level that the product poses or the type of use that is safe.

In Canada, tort doctrines of negligence predominates rather than strict liability. Thus, the
victim is only required to prove that the product is defective, and is not required to prove
negligence on the part of the manufacturer. Also, Canada discourages nuisance suits through
“Anglo-Canadian cost rules” — that is, the loser bears all the costs of the trial.

Another important issue to consider here is that while product liability improves safety
performance, it also reduces product innovation.* Some studies have shown that withdrawal of
products or firms from the market because of increased product liability costs has been socially
detrimental.*® Other studies indicate that other measures “outside the tort system, including
government regulation and concern about reputation, are primarily responsible for safety
improvements.”’

Drawing on studies conducted in Canada, the United States and Europe, Dewees and
Trebilcock conclude the following:

The evidence tends to suggest, therefore, that it would be desirable for
Canadian provinces to retain the negligence regime, preferably accompanied
by a fairly robust regulatory compliance defence which would create a
presumption of no negligence where a product was found to comply with
regulations addressed to the risks in question at the time that it was sold to
the consumer. In this way, primacy would be accorded to safety judgments
reached by specialized regulating agencies that have specifically addressed
the risk at issue. Such a regime would sacrifice few if any socially desirably
safety incentives. At the same time, it would avoid some of the perverse
incentive effects associated with the US regime while saving vast public and
private transactions costs associated with the US strict liability system.®®

19



Concerning the effects of regulations, there are a number of problems that a regulatory
agency confronts that thwart its ability to improve product safety. First is the problem of hazard
identification. How does a regulating agency determine which products represent an
unreasonable risk and so warrant regulatory action? This is an especially difficult issue in the
area of genetic testing. What is the meaning of hazard in connection to genetic testing? For
example, how hazardous is identifying a predisposition to a late onset disease without the
necessary counselling or follow-up or without the consumer adequately understanding the
potential of false negatives and false positives? Do these constitute hazards?

The second problem concerns determining a product’s risks and the cost of controlling
those risks. In some cases, as in genetic testing, there is genuine scientific uncertainty concerning
the risk. Third, adopting regulations for individual product standards is costly and time
consuming. This deters the implementation of regulations even though regulation is considered
highly desirable. The rapid advance of genetic research is causing an influx of genetic testing on
the market. Certainly, there have been many calls for regulation not only in Canada but also
internationally. Yet, the slow pace and the costliness of regulation remains a deterrent. Finally,
there is the problem of enforcement. This is especially problematic for genetic testing because of
both the accessibility of genetic testing over the Internet and the different provincial approval
mechanisms.

In addition to government regulations, whether federal or provincial, there is the
self-regulation of industries. Although also slow in development, self-regulation offers some
measure of improvement over government regulations, as generally there is a “non-adversarial
process” that uses “information more efficiently than the adversarial process of development of
government regulations.”® At both the national and international level, companies offering
genetic testing could be persuaded to meet standards developed by regulating bodies through
incentive strategies. For example, as discussed earlier, E. Richard Gold has suggested that
Canada is in a unique position to enforce regulatory frameworks precisely because of its complex
jurisdictional set-up. According to Gold, Canada’s medicare system offers a regulatory scheme
that can provide a partial solution to the slowness of regulating genetic testing itself.” In Canada,
it is the provinces that decide which genetic tests are paid for. The services that provinces choose
are covered by provincial health insurance plans. Thus, the provinces, through those plans, have
a certain amount of leverage with providers of genetic testing. Regulating conditions can be set
in place at a more manageable level because of payment incentives.

There is an additional measure that may be effective in ensuring only safe products are
placed on the market. It is called the General Safety Requirement (GSR). The GSR draws on the
United Kingdom’s Consumer Protection Act, 1987. The rationale for the GSR is the following:

As at present, the safety of a range of consumer goods continues to be
controlled by regulations setting out in detail how specific types of goods
must be constructed and what instructions and warnings must accompany
them. It is not practical or desirable to make such regulations for every type
of consumer product; the General Safety Requirement therefore closes a gap
in the existing safety legislation.”!
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There are two disincentives for adopting this at the federal level for genetic testing. First, it
is too vague and so, in Canada, “may well be open to constitutional challenge under s. 7 of the
Charter of Rights and Freedoms on the grounds that potential suppliers have not been given
sufficient notice of how to alter their conduct so as to avoid infringing this criminal
prohibition.”* Second, the net social gains of enacting a GSR are limited.

Another mechanism that may be more effective is the Quick Response Mechanism (QRM).
“A QRM would permit the administrators of the Hazardous Products Act, on reasonable
apprehension of a serious product hazard, to temporarily ban goods from sale and if necessary to
seize them, and in appropriate cases, to recall them from retailers, pending fuller evaluation of
the risks apprehended.””

Both GSR and QRM may bring about short-term and long-term advantages when used with
genetic testing. Yet, a careful balance between these mechanisms is necessary for maintaining
incentives for both research into genetic testing and the marketing of genetic testing in Canada.
The federal government can use a mechanism such as GSR to ensure the safety of products being
sold or offered in Canada (including genetic tests) since it does not have jurisdiction to legislate
changes in civil liability. Yet, provinces can legislate changes in civil liability and can rely
directly on the effectiveness of tort law as a deterrent to the production and supply of hazardous
consumer products, including genetic testing.
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Conclusion

John Ralston Saul, in an address to the first Directions for Canadian Health Care
Conference, stated that he is “not convinced that there is anything wrong with the fundamental
ideas behind Canada’s public health system.””* He indicates that medicare’s current difficulties
are not the result of either a shortage of money or tensions between federal and
provincial/territorial governments. Rather, according to Ralston Saul, the root of the problem is
that health care policy is no longer driven by ideas. According to Ralston Saul, “the moment that
a public policy is administration-driven, which is to say form-driven as opposed to
content-driven, it doesn’t work, no matter how hard you try to apply all of the administrative
solutions being proposed.” Whether or not Ralston Saul is correct in his analysis of the
Canadian medicare system and the federal and provincial/territorial relationship, one insight that
needs highlighting in relation to genetic testing for late onset diseases is the importance of
thinking about what we are doing. The desire at every level of decision making is to ensure, as
far as possible, that genetic testing is appropriate, safe, effective and ethical. This requires
thought and the generating of ideas across every kind of boundary — regional, provincial and
national. The decision to call the Universal Declaration of Human Rights a universal rather than
international declaration highlights individual rights and individual responsibilities, rights and
responsibilities that were seen as transcending national and even international boundaries. The
Declaration addresses people everywhere. This is precisely the vision that needs to be
highlighted as the thoughtful exchange of ideas takes place concerning policy development in
relation to genetic testing. It needs to underlie collaborative efforts both within Canada and
beyond. The tension highlighted at the beginning of the third part of this paper concerning
jurisdictional issues is a source not only of division but also of integration. This is because it
offers a point of departure for fruitful dialogue. Differences are not only sources of division; they
potentially offer us divergent views of reality. It is this kind of divergent dialogue that is needed
in the revolutionary world of genetic technology.
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