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Preface from the Chairperson

¢

As Canadians living in the last decade of the twentieth century, we
face unprecedented choices about procreation. Our responses to those
choices — as individuals and as a society — say much about what we value
and what our priorities are. Some technologies, such as those for assisted
reproduction, are unlikely to become a common means of having a family
— although the number of children born as a result of these techniques is
greater than the number of infants placed for adoption in Canada. Others,
such as ultrasound during pregnancy, are already generally accepted, and
half of all pregnant women aged 35 and over undergo prenatal diagnostic
procedures. Still other technologies, such as fetal tissue research, have
little to do with reproduction as such, but may be of benefit to people
suffering from diseases such as Parkinson’s; they raise important ethical
issues in the use and handling of reproductive tissues.

It is clear that opportunities for technological intervention raise issues
that affect all of society; in addition, access to the technologies depends on
the existence of public structures and policies to provide them. The values
and priorities of society, as expressed through its institutions, laws, and
funding arrangements, will affect individual options and choices.

As Canadians became more aware of these technologies throughout
the 1980s, there was a growing awareness that there was an unacceptably
large gap between the rapid pace of technological change and the policy
development needed to guide decisions about whether and how to use such
powerful technologies. There was also a realization of how little reliable
information was available to make the needed policy decisions. In addition,
many of the attitudes and assumptions underlying the way in which
technologies were being developed and made available did not reflect the
profound changes that have been transforming Canada in recent decades.
Individual cases were being dealt with in isolation, and often in the absence
of informed social consensus. At the same time, Canadians were looking
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more critically at the role of science and technology in their lives in general,
becoming more aware of their limited capacity to solve society’s problems.

These concerns came together in the creation of the Royal Commission
on New Reproductive Technologies. The Commission was established by
the federal government in October 1989, with a wide-ranging and complex
mandate. Itisimportant to understand that the Commission was asked to
consider the technologies’ impact not only on society, but also on specific
groups in society, particularly women and children. It was asked to
consider not only the technologies’ scientific and medical aspects, but also
their ethical, legal, social, economic, and health implications. Its mandate
was extensive, as it was directed to examine not only current developments
in the area of new reproductive technologies, but also potential ones; not
only techniques related to assisted conception, but also those of prenatal
diagnosis; not only the condition of infertility, but also its causes and
prevention; not only applications of technology, but also research,
particularly embryo and fetal tissue research.

The appointment of a Royal Commission provided an opportunity to
collect much-needed information, to foster public awareness and public
debate, and to provide a principled framework for Canadian public policy
on the use or restriction of these technologies.

The Commission set three broad goals for its work: to provide
direction for public policy by making sound, practical, and principled
recommendations; to leave a legacy of increased knowledge to benefit
Canadian and international experience with new reproductive technologies;
and to enhance public awareness and understanding of the issues
surrounding new reproductive technologies to facilitate public participation
in determining the future of the technologies and their place in Canadian
society.

To fulfil these goals, the Commission held extensive public consulta-
tions, including private sessions for people with personal experiences of the
technologies that they did not want to discuss in a public forum, and it
developed an interdisciplinary research program to ensure that its
recommendations would be informed by rigorous and wide-ranging
research. In fact, the Commission published some of that research in
advance of the Final Report to assist those working in the field of
reproductive health and new reproductive technologies and to help inform
the public.

The results of the research program are presented in these volumes.
In all, the Commission developed and gathered an enormous body of
information and analysis on which to base its recommendations, much of
it available in Canada for the first time. This solid base of research findings
helped to clarify the issues and produce practical and useful
recommendations based on reliable data about the reality of the situation,
not on speculation.

The Commission sought the involvement of the most qualified
researchers to help develop its research projects. In total, more than 300
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scholars and academics representing more than 70 disciplines — including
the social sciences, humanities, medicine, genetics, life sciences, law,
ethics, philosophy, and theology — at some 21 Canadian universities and
13 hospitals, clinics, and other institutions were involved in the research
program.

The Commission was committed to a research process with high
standards and a protocol that included internal and external peer review
for content and methodology, first at the design stage and later at the
report stage. Authors were asked to respond to these reviews, and the
process resulted in the achievement of a high standard of work. The
protocol was completed before the publication of the studies in this series
of research volumes. Researchers using human subjects were required to
comply with appropriate ethical review standards.

These volumes of research studies reflect the Commission’s wide
mandate. We believe the findings and analysis contained in these volumes
will be useful for many people, both in this country and elsewhere.

Along with the other Commissioners, I would like to take this
opportunity to extend my appreciation and thanks to the researchers and
external reviewers who have given tremendous amounts of time and
thought to the Commission. I would also like to acknowledge the entire
Commission staff for their hard work, dedication, and commitment over the
life of the Commission. Finally, [ would like to thank the more than 40 000
Canadians who were involved in the many facets of the Commission’s work.
Their contribution has been invaluable.
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Given the range and complexity of issues on which the Royal
Commission on New Reproductive Technologies was asked to make
recommendations, it was vital that it find a common way for
Commissioners with varying backgrounds and life experiences to approach
the technologies — an ethical framework for decision making was needed.
The first paper in this volume of studies presents the ethical framework the
Commission adopted: a modified ethic of care and a set of guiding
principles that were used as a prism through which to view the
technologies. The volume then goes on to explore some of the ethical issues
raised by the development and use of new reproductive technologies.

How new reproductive technologies are used or not used will impinge
upon deeply held views about the nature of reproduction and of
relationships between individuals and between society and individuals.
Moral reasoning and ethical analysis are essential in providing guidance in
the complex areas of both public policy making and private decision making
about the technologies. The ethical questions generated by the
technologies must be answered in light of clearly outlined and explicit
values and principles, so that Canadians can understand why and how the
Commission came to its recommendations.

The importance and centrality the Commission has given to
consideration of the ethical aspects of the technologies are symbolized by
the decision to put this volume first in the series of volumes that present
the Commission’s research. The ethical issues and positions set out in the
papers in this volume provide a context for the findings that follow in
subsequent volumes, just as the Commission’s ethical framework set the
context for the reasoning leading to the recommendations in the
Commission’s Final Report.
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The Studies

Will Kymlicka's clear and salient arguments for the Commission’'s
adoption of an ethical framework with explicit guiding principles provide a
cornerstone not only for this volume, but for all the research volumes and
for the Commission’s Final Report as well. As Dr. Kymlicka notes, the

spelling out of the ethical principles used in reaching conclusions about -

matters in the Commission’s mandate is an extension of the less clearly
delineated role of ethical thinking found in many earlier inquiries into new
reproductive technologies. A consideration of how these inquiries dealt
with ethical aspects, a review of public input to this Commission on ethical
issues, and a wide reading of the bioethical literature led Dr. Kymlicka to
the conclusion that adopting a set of guiding principles is the most
promising way to come to sound and caring public policy related to new
reproductive technologies. Indeed, the emphasis on connectedness found
in the ethic of care and the inclusive aspects inherent in the ethical
framework outlined are particularly well suited to address the complexity
and diversity of ethical challenges generated by new reproductive
technologies, which have many and varied implications for the individuals
and groups touched in one way or another by the technologies.

The adoption of this approach — an ethic of care framework and eight
guiding principles — does not guarantee clear answers or resolve all moral
disputes; it is not a magic formula. Rather, this approach facilitates a
process of deliberation, reflection, and discovery that ensures a broader
consideration of the questions and of the people involved. Through the
reasoned and balanced application of this ethical framework, Canadian
society can examine how the values it generally upholds — such as
individual autonomy, equality, and a balancing of individual and collective
interests — can be applied to emerging issues.

One of the key prerequisites of individual autonomy is the ability to
make informed choices. Francoise Baylis makes the case that health care
practitioners are morally obliged to give patients and research subjects
adequate information so that they can make informed choices about
participating in medical interventions. She enumerates and explains 10
categories of information that, at the very least, should be made available
to the patient or subject. She discusses the obstacles to be overcome
before informed choice can become a reality for Canadians facing decisions
about their involvement with various new reproductive technologies.

Medicalization is a process whereby a type of behaviour or a physical
condition previously thought to be outside the arena of health care
intervention becomes, in time, regulated by health care institutions and
professionals or by an authoritative definition of health and technological
solutions. In the context of women’s reproductive health, some critics have
viewed medicalization as putting limits on the informed choice that Dr.
Baylis emphasizes, and, therefore, on individual autonomy. The
assessment by Michael Burgess and colleagues of medicalization as it
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applies to the development of new reproductive technologies shows how
analysis of a socio-medical phenomenon can lead to insights into both the
positive and negative aspects of treating infertility as a medical condition.
For instance, funding treatments through the health care system can
increase access to services, thereby bringing social benefits to those who
need them, but it may also mean that non-medical alternatives are
devalued and made less desirable than a technological solution. The
authors also show that the insights gained from this kind of analysis may
be relevant in making public policy decisions about funding of treatments.

Prenatal diagnosis is cited by some critics as an example of how the
medicalization of women's reproductive health — in this case of pregnancy
— could remove choice from women by pressuring them to have the testing
and to terminate the pregnancy if a serious disorder is detected. As
Dorothy Wertz points out, however, because of the nature of prenatal
diagnosis and the potential for termination that is involved, every aspect of
the prenatal diagnosis process has been the object of intense scrutiny by
practitioners, biomedical ethicists, and interested scholars. This has
resulted in extensive ethical reflection internationally on the implications
of the availability and use of prenatal diagnostic procedures and the need
for non-coercive, non-directive counselling and choice. Dr. Wertz looks at
the factors that parents consider in choosing to have prenatal diagnosis
and deciding whether to terminate if the findings indicate a disorder. She
notes that such decisions are made in a social context, and partly on the
basis of what impact affected children would have on their own and their
family’s quality of life. The great majority of people think prenatal diagnosis
should be available for serious disorders, and most favour leaving decisions
regarding its use, and a subsequent termination if it shows a disorder, in
the private sphere. Dr. Wertz also warns of the potential for misuse of
prenatal diagnostic technology — for example, for sex selection — but also
for prenatal paternity testing, tissue typing for organ or marrow donation,
mandatory testing, and wrongful birth and wrongful life cases.

The final two studies in this volume describe the mechanisms and
structures currently in use in this country to assess the ethical
implications of research proposals or of new medical technologies. John
Dossetor and Janet Storch examine the composition, function, and
operations of two kinds of ethics committees: institutional ethics
committees and research ethics boards. Their review provides an
informative and useful guide to how ethical review is conducted in a
practical sense in individual hospitals and clinics, as well as at the
provincial and federal levels. It is clear from their work that integrated
ethical review at a national level is needed, and that new reproductive
technologies in particular have far-reaching social and ethical implications
that need to be considered before implementation. This finding has
particular importance for the Commission’s recommendation for the
establishment of a National Reproductive Technologies Commission, one of
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whose functions would be ethical review of research trials and proposed
medical treatments.

The need for consideration by Canadians of the ethical issues
associated with new reproductive technologies is not limited to this
country’s borders. Pran Manga addresses the significant moral
implications for Canada of worldwide developments with regard to the
technologies, particularly in developing countries. Dr. Manga believes that
Canada has an opportunity to play a leading role in the development of
international ethical guidelines and regulations for new reproductive
technologies that would support human rights and oppose discrimination
against women in developing countries. He makes the point forcefully that
a first step is to ensure that Canadian practices are beyond reproach, so
that Canada is in a position to act as a leader and exemplar.

Conclusion

Commissioners wanted to ensure that their ethical decision making
was as wisely based as possible, and that their reasoning was made explicit
and clear to those reading the report. They came to their recommendations
with three considerations in mind: a clearly specified ethical framework;
a conviction that medical practices should be evidence-based; and an
understanding of the social values and attitudes of Canadians. However,
if Commissioners concluded after ethical analysis that a technology or
practice was ethically unacceptable, they made their recommendations in
light of that conclusion, even if evidence showed a practice was effective.

The ethical framework used by the Commission could also guide the
body it has recommended to be set up to ensure ongoing monitoring and
policy making regarding new developments in reproductive technology.
This approach to decision making would help ensure that how Canada
deals with new reproductive technologies could, indeed, withstand scrutiny
from other countries worldwide, and that Canada could fulfil a role as an
international leader in this area.
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Approaches to the Ethical Issues Raised by
the Royal Commission’s Mandate

Will Kymlicka

¢

Executive Summary

In this study, the author examines how ethical issues have been
approached by previous international inquiries into new reproductive
technologies (NRTs), by academics working in the field of bioethics, and
by intervenors at the Commission’s public hearings.

The paper argues that it is important for the Commission to adopt
a consistent approach to its ethical deliberations. Two possible
approaches are considered: one involves adopting a comprehensive
“ethical theory,” such as utilitarianism or natural law; the other involves
adopting a set of “guiding principles,” such as respect for autonomy or
protection of the child’s best interests.

The strengths and limitations of each approach are discussed. The
author argues that guiding principles offer a more promising route for
evaluating public policy related to NRTs, because they are less
controversial than comprehensive ethical theories and easier to apply to
concrete policy issues.

Based on a review of the international inquiries, the Commission’s
public hearings, and the bioethics literature, the paper develops a
preliminary set of seven widely shared guiding principles that could
inform the Commission’s deliberations.

This paper was completed for the Royal Commission on New Reproductive Technologies in
October 1991.
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While the author argues that the guiding principles approach is
promising, he emphasizes that it cannot resolve all moral disagreement.
He reviews some of the areas in which guiding principles will be
controversial or indeterminate, and suggests various ways in which these
disagreements can be handled. Particular attention is paid to the
valuable role that public education and accountability can play in
promoting informed debate about the ethical implications of NRTs.

Introduction

New reproductive technologies (NRTs)' raise a number of important
moral issues. It is not always easy to distinguish moral issues from other
kinds of issues, such as matters of personal taste or social etiquette.
Different societies distinguish these different realms in different ways. But
as Mary Warnock puts it, “it seems likely that in any society, at any time,
questions relating to birth and death and to the establishing of families are
regarded as morally significant.” It is the presence of these irreducibly
moral issues that accounts for much of the public interest in NRTs and for
the establishment of the Royal Commission on New Reproductive
Technologies (RCNRT).

It is important, therefore, for the Commission to adopt a clear and
consistent approach to its ethical deliberations. Many previous inquiries
have been criticized for failing to do so. This paper considers two such
approaches: one involves adopting a comprehensive “ethical theory,” such
as utilitarianism, natural law, or the ethic of care; the other involves
adopting a set of “guiding principles,” such as respect for individual
autonomy, protection of the child’'s best interests, and respect for human
life. While each approach has its strengths and limitations, this paper
argues that the latter approach provides a more promising base for
informed debate and public consensus.

Before considering these two approaches in more detail, it will be
useful to consider how others have approached the ethical issues raised by
NRTs. The following two sections, therefore, provide an overview of the
approach taken by other inquiries into NRTs, in Canada and
internationally, and the approach taken by Canadians in their interventions
to the RCNRT public hearings.

As the following two sections indicate, a similar pattern emerged in
both the international inquiries and the public hearing interventions:

J a number of inquiries/intervenors stated nothing at all about
how their ethical conclusions were reached;

. of those that did explain their approach, only a few endorsed a
particular comprehensive ethical theory, while the rest chose
instead to rely on a set of guiding principles;
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. of those that endorsed guiding principles, a few simply stated the
very general principle that everyone’s rights and interests need to
be considered, while the rest endorsed a diverse range of more
specific principles, including principles of autonomy, respect for
human life, non-commercialization, beneficent use of technology,
and protection of the child’'s best interests.

Ethical Discussions in the International Inquiries

Many international inquiries emphasize the importance of ethical
issues. The mandates for these inquiries often explicitly mention ethical
issues, and it is not uncommon for reports to begin by stating that the
basis for public concern about NRTs is the challenge they pose to our
traditional moral conceptions.

However, there was no agreement on how ethical issues should be
approached. The following summary focusses on 35 inquiries from Great
Britain, Australia, the United States, and Canada. These are listed in an
appendix. (The number in brackets refers to the number of the inquiry as
it is listed in the appendix.) To keep the summaries concise and unbiased,
only those theories or principles explicitly identified and endorsed in the
relevant report are cited. As will be apparent, these inquiries differ in the
ethical approach they endorse, and in the level of attention they pay to
ethical issues.

Canada: The 10 Canadian reports examined for this paper fall into
five groups:

1. One provided no discussion of its approach to ethical

deliberations [1].

2. Four stated that their general aim was to protect the rights and
interests of all parties, including society, without endorsing any
particular theory or set of principles for identifying or balancing
these rights and interests [2,5,6,8].

3. Two stated that they sought to avoid ethical issues [7,9]. Of
these, one report nonetheless endorsed the following basic prin-
ciples: human dignity should be respected, NRTs should only be
used for therapeutic purposes, the child’s best interests should
be protected, and commercialization should be prohibited [9].

4. Two endorsed the ideals of “autonomy, beneficence, and justice”
as their guiding principles [3,4].

5. One stated that it was guided by these “fundamental social
values”: non-commercialization, non-discrimination in access,
informed consent, and protection of the child’s best interests. It
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asserted that fundamental social values are embodied in the law
and can be identified by examining the law [10].

United States: The seven American inquiries examined for this paper
fall into three groups:

1.

Four did not discuss their approach to ethical deliberations
[1,2,4,5].

Two endorsed the principles of “autonomy, beneficence, and
justice” [3,7].

One stated that its aim was to balance the rights and interests of
children, parents, and society, without endorsing any particular
theory or set of principles for identifying or balancing these rights
and interests [6].

Great Britain: The seven British inquiries examined for this paper fall
into four groups:

1.
2.

Four did not discuss their ethical theory [2,3,6,7].

One did not endorse any particular ethical theory, except to say
that it rejected utilitarianism and felt that moral argument
involves, at least in part, an appeal to moral sentiment [1].

One endorsed natural law as the appropriate ethical theory for
evaluating NRTs. However, since the members of this inquiry
could not agree on how to interpret the requirements of natural
law, their recommendations were instead based on three
“subsidiary principles”: unity of marriage, protection of human
life, and informed consent [4].

One claimed that “respect” is the fundamental moral notion and
that all moral beings are owed respect. It did not endorse any
theory of how to interpret that notion [5].

Australia: The 11 Australian inquiries examined for this paper fall into
seven groups:

1.
2,

3.

One did not provide any account of its ethical deliberations [10].

One stated that its fundamental principle was that the child’s
best interests must be paramount [2].

Four appealed to “community standards” or “community
sentiments” as the basis of their ethical deliberations. Three of
these tried to apply community sentiments directly; i.e., they
based their acceptance or rejection of a particular NRT on the
level of public acceptance of that NRT [1,8,9]. The fourth,
however, appealed to community sentiment more indirectly. It
attempted to identify some general community standards that are
applied in many areas of social life and that could provide
guidance in the case of NRTs. These more general community

?
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standards were said to include the principles of respect for the
child’s best interests, respect for human life, the
non-commercialization of reproduction, and equal access to
health care. These principles were seen as flowing from the more
general principle of respect for human dignity [7].

4. One appealed to the idea that the rights and interests of all must
be considered, without endorsing any particular theory or set of
principles for identifying or balancing these rights and
interests [5].

5. Two relied primarily on the principle of respect for personal
autonomy, although this had to be balanced with the principle of
respect for the child’'s best interests and/or protection of the
common good [4,11].

6. One relied primarily on the principle of respect for human life,
including potential human life [3].

7. One stated that its basic principle was to improve the health and
well-being of the members of the community [6].

Ethical Discussions in the Public Hearings

As with the international inquiries, the ethical implications of NRTs
were obviously of great concern to many public hearing intervenors. Most
intervenors made at least some mention of these implications, and a
number of intervenors made them the focus of their presentations. There
was general agreement that ethical issues are important and deserve more
study and debate than they have received so far. There was no agreement,
however, about how the RCNRT should approach these issues.

In some cases, intervenors simply stated their ethical beliefs without
giving any reasons for those beliefs. In other cases, however, the
intervenors attempted to give a more systematic or theoretical account of
their moral reasoning. They discussed the ethical theory or guiding
principles upon which their beliefs were based and had suggestions about
how the RCNRT should approach its ethical deliberations. Of these, a few
intervenors recommended that a specific ethical theory be adopted by the
Commission for its deliberations. For example, one intervenor
recommended a “natural law” framework, while another endorsed a strict
libertarian framework. There were also a few passing references to the
“ethic of care” and to utilitarianism, although it is not clear whether these
were being recommended as a comprehensive framework for public policy
on NRTs. These (and other) theories are discussed in detail below.

However, most intervenors who discussed their ethical reasoning did
not endorse a particular ethical theory. Instead, a number of intervenors
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appealed to “guiding principles,” which were felt to be consistent with many
different ethical theories and hence more likely candidates for public
consensus. Approximately 75 intervenors proposed one or more guiding
principles. Not surprisingly, these proposed guiding principles varied from
sector to sector. The following is a brief summary of the principles that
were endorsed most frequently within each sector.’ As with the
international inquiries, only those principles that were explicitly identified
as such by the intervenor are noted.

1. Medical community: Most medical intervenors, particularly those
representing professional organizations, endorsed the following three
principles: autonomy, beneficence, and justice.*

2. Family, religious, and pro-life groups: The most frequent principles
endorsed by this sector were respect for human life from the moment
of conception, and protection of the family as the proper environment
for the child.

3.  Women's groups: The most frequent principles endorsed by women'’s
groups were respect for women’s reproductive autonomy; non-
discriminatory access to NRTs regardless of class, race, sexual
orientation, or disability; and non-commercialization of reproductive
materials or services.

4. Alternative and community health and social services: The three most
frequently endorsed principles within this sector were respect for
individual choice; cost-effective health care, including public health
promotion and disease prevention; and public participation and
accountability for reproductive health care policy decisions.

5.  Cultural/ethnic groups: The most frequently endorsed principle in
this sector was equal (non-discriminatory) access.

6. Legal and human rights groups: The most frequently endorsed
principles in this sector were informed consent, and protection of the
child’s best interests.

7. Groups and individuals representing people with disabilities:
Intervenors from this sector focussed on principles of equality and
individual autonomy.

No coherent pattern of principles could be detected in the remaining
sectors (labour groups, concerned citizens, consumers, industry), partly
because so few intervenors from these sectors endorsed a set of guiding
principles.

It can be seen from this brief sketch that two distinct approaches to
ethical issues have been taken by public hearing intervenors and
international inquiries (insofar as they explicitly discussed their ethical
reasoning). A few of the intervenors and inquiries endorsed a particular
comprehensive ethical theory, while most chose to rely on a set of guiding
principles. The next two sections discuss in more detail the option of
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adopting an explicit ethical theory for the Commission’s work. The final
two sections of the paper consider the option of adopting a set of guiding
principles.

Six Ethical Theories

Many of the international inquiries have been heavily criticized for
failing to adopt a clear ethical theory and for their lack of theoretical
sophistication in the field of bioethics. Indeed, an entire issue of the
Journal of Medicine and Philosophy is devoted to critiques of the ethical
reasoning of government bioethics commissions around the world
(including Canada).®

Adopting a comprehensive ethical theory, and then rigorously applying
it to the various ethical issues raised by particular NRTs, is said by these
critics to be important for two reasons: it would ensure consistency among
all the recommendations, since they would all be derived from a single
ethical perspective, and it would promote informed debate, since readers
who disagreed with the recommendations would be able to determine
exactly where the disagreements arose (e.g., whether they arose at the level
of fundamental moral perspective, in the application of that perspective,
from different empirical assumptions, etc.). However, the critics do not
agree on which ethical theory should be adopted or on how competing
ethical theories are to be evaluated in the attempt to choose the most
appropriate one.

At least six major ethical theories can be found in most moral
philosophy or bioethics textbooks in Canada:

1. Utilitarianism: Utilitarianism is the view that the morally right
action or policy is the one that creates the “greatest happiness for
the greatest number” of people in society — i.e., the one that
maximizes human well-being. There are many versions of
utilitarianism, depending on how human “happiness” or
“well-being” is defined and on whether the instruction to
maximize well-being is supposed to be applied by individuals in
their everyday decisions, or just by institutions and governments.

All these versions, however, are consequentialist, in the sense
that an action or policy is judged by its potential impact on
everyone's interests, not on its intrinsic qualities. For example,
utilitarians believe that there is nothing intrinsically right or
wrong about experimenting on people without their consent. If
such experimentation would maximize human well-being in
society by generating valuable knowledge, then it is morally
justified. Many utilitarians believe, however, that allowing people
to experiment on others without their consent would undermine
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social trust and cooperation, and that this negative consequence
would outweigh the benefits of increased knowledge.

Deontology: Deontologists believe that certain acts and policies
are intrinsically wrong, regardless of the possible good
consequences that might come from them. For example, many
deontologists believe that people have intrinsic moral rights over
their bodies, and these rights constrain what medical researchers
can do to them in the name of the greater good. Deontological
theories are often formulated in terms of rules prohibiting actions
that can be said (and known), before the fact, to be wrong.

There are many versions of deontology, depending on which
actions and policies are said to be intrinsically wrong and on how
absolute these prohibitions are said to be. For example, most
deontologists agree that lying and torturing are intrinsically
wrong, and so cannot be done even to bring about great benefits
to others, but some deontologists believe that they may be
permissible if done to avoid great harm to others. In explaining
why certain actions are prohibited, most contemporary
deontologists appeal to the idea that anyone who acts in these
ways fails to show respect for others as rational agents. Since
the injunction to always respect people as rational agents comes
from Immanuel Kant's categorical imperative, deontological
theories are sometimes referred to as “Kantian” theories of
morality.

Natural law: Proponents of natural law believe that morality is
based on the natural order of things, and that moral goodness
does not consist in transcending or escaping the natural order,
but in its perfection. Principles of morality can be discerned in
the basic tendencies of the natural order, including the desire of
all living things for self-preservation, the desire of all animals
(human and non-human) for procreation and family life, and,
above all, the inclination of humans to reason and act in
accordance with rational principles. Each of these natural
tendencies gives rise to natural law duties regarding respect for
life, protection of the family, and respect for rational autonomy.
Behaviour that conflicts with or frustrates human beings’
determinate and rational human nature is morally wrong. There
are many different versions of natural law theory, depending on
what actions and policies are identified as consistent with human
nature and human reason (a common example of impermissible
action is euthanasia).

Natural law is commonly equated with the doctrines of the
Roman Catholic Church, since the Church is perhaps the most
consistent defender and interpreter of the natural law tradition.
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However, it is important to note the difference between natural
law and divine law. Knowledge of divine law is said to be received
through divine revelation; but knowledge of the principles of
natural law is said to be universally accessible to human reason,
even by those who are unaware of the teachings of the Church or
who have not received divine revelation. While the Church’s
general teachings are based on both natural and divine law, it
only appeals to natural law in its public policy recommendations,
since it believes that public policy in a pluralistic country should
be based on principles that stand independently of religious
belief. For this reason, natural law underlies that part of the
Catholic theology that is said to be accessible to all on the basis
of their natural powers of perception and reason.

Contractarianism: Contractarianism is the view that morality can
be understood as an agreement or social contract between the
members of a society regarding how best to regulate their
common affairs. Generally speaking, contractarians do not
believe that there has been, or should be, an actual contract
among the members of society. Rather, contractarians believe
that morality can be understood as if it were a social contract,
and that the best way to determine whether a proposed moral
rule is justified is to ask whether each person in society could
agree to it.

There are many versions of contractarianism, depending on how
this hypothetical agreement is understood. In the real world,
there are often substantial differences in bargaining power
between the weak and the strong, or the healthy and the infirm.
If the stronger members of society are allowed to take advantage
of their greater bargaining power, then they will demand special
privileges while according few, if any, rights to the weak and
vulnerable (e.g., infants, people with disabilities, the demented).

For one strand of contractarianism, these inequalities between
the strong and the weak are the unavoidable consequence of
viewing morality as a social contract, rather than as a matter of
natural law (see the mutual advantage theory of morality,
discussed below). Most contractarians, however, believe it is
unfair for differences in knowledge, bargaining power, or threat
advantage to influence the terms of the social contract.
Consequently, they ask not what people would agree to given
their present inequalities in bargaining power, but rather what
people would agree to if they were negotiating from a position of
equality. Other contractarians ask what people would agree to
if they were motivated by benevolence rather than self-interest.
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These forms of contractarianism tend to emphasize principles of
egalitarian justice and respect for individual autonomy.

The ethic of care: The four previous theories can all be described
as belonging to the “rights/interests” model of moral reasoning;
that is, they all start with a fairly general theory of human
interests or human nature, and then seek to deduce abstract
moral principles of justice or human rights from it. Proponents
of the ethic of care believe that this model is primarily a male
model of moral reasoning, which needs to be either replaced or
complemented with the more female “ethic of care.” This ethic
emphasizes the importance of being sensitive to the needs of
unique individuals in each case, rather than trying to find
universal principles of right conduct that will apply to all cases.
It also emphasizes the importance of attending to responsibilities
and the preservation of social relationships, rather than
focussing on competing rights.

There are many versions of the ethic of care, depending on
whether it is meant to supplement or replace principles of justice
and rights, and on how our responsibilities are to be enforced.
For example, some proponents of the ethic of care say that once
we focus on the importance of relationships, rather than
competing rights, public policy should treat the pregnant woman
and her fetus as a single unit and not restrict the woman’s rights
in the name of the fetus. Others, however, argue that a concern
for relationships and responsibilities suggests that the law should
impose a “duty of care” on pregnant women to protect the fetus.

Mutual advantage: All of the theories listed above believe there
are such things as moral reasons, which are irreducible to, and
may conflict with, prudential reasons (i.e., self-interest).
According to these theories, we are morally obligated to show
respect and concern for others, whether or not this promotes our
personal goals and desires.

For proponents of the mutual advantage theory of morality,
however, there are no such things as irreducibly moral reasons
or values. According to this view, I only have a reason to do
something if the action satisfies a desire of mine. If respecting
others does not satisfy a desire of mine, then I have no reason to
do it. This means there are no general moral rules that every
person must obey, regardless of their personal goals.

However, it may be in each person’s interests to obey certain
rules (e.g., against theft and injury), so long as everyone else also
obeys them. Adherence to these rules requires some short-term
sacrifice of personal goals but promotes one’s long-term interests
by providing protection from injury and creating the conditions



Approaches to the Ethical Issues 11

of stable cooperation. As a consequence, a set of social rules will
evolve that are mutually advantageous, and mutual advantage
theorists often describe these as “moral” rules. However, it may
not be to the advantage of the strong to accept rules that require
them to protect or assist the weak. Indeed, where differences in
power are sufficiently great, mutual advantage theories may
justify the enslavement of the weak and vulnerable.

Since the idea that morality is just a strategy for promoting one’s
long-term self-interest was developed at length by Thomas
Hobbes, mutual advantage theories are often called “Hobbesian”
theories of morality. However, it is important to note that
Hobbesian theories are arguably not theories of morality at all.
For many people, to look at things from the “moral point of view”
is to adopt the perspective that human beings, just in virtue of
their humanity, have intrinsic worth and are owed some degree
of respect and concern, regardless of their bargaining power.
Hobbesians deny that we have any reason to adopt this point of
view. But in rejecting the moral point of view, and in denying
that there are irreducibly moral reasons, mutual advantage
theorists are not so much offering an alternative account of
morality as an alternative to morality.

While these are the six most common theories in contemporary moral
philosophy, there are other theories available for consideration. With the
exception of the natural law tradition, these six theories are generally
perceived as being secular theories of ethics. There are other more
explicitly theological theories that could be considered, however. Moreover,
while these six theories have dominated Western moral discourse, there are
important ethical and religious traditions, including Islam, Hinduism,
Buddhism, Confucianism, et cetera.

The contrast between secular and religious ethics in the West may be
overdrawn, particularly in the context of debates regarding public policy.
For, as noted in the discussion of natural law, it has been a staple of
Catholic (and Protestant) moral argument for centuries that civil authority
in pluralist countries must be exercised in accordance with principles that
can be defended independently of any particular religious belief.
Consequently, most religious writers on NRTs distinguish between
arguments directed primarily at the members of their own community of
faith, which are often explicitly theological, and those that appeal to the
broader public. The latter adopt a “public” language and framework that
are consistent with their religious beliefs but not dependent on them.

For example, the Catholic Church argues that masturbation is
immoral, a claim that is often defended by appeal to biblical injunctions
against “spilling one’s seed.” Therefore, the Church insists that its
members not engage in forms of artificial insemination that involve
masturbation, and some Catholic doctors will not provide that service.
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However, the Church does not seek to prohibit other people from providing
artificial insemination by husband (AIH) involving masturbation. Moreover,
this is not simply a tactical decision to avoid a public dispute that the
Church would likely lose. Rather, the Church believes it would be wrong
to prohibit others from using such forms of AIH, since it would violate their
freedom of conscience, which is itself a great value. Individuals of different
faiths should be free to pursue their religious beliefs, so long as they do not
harm others or undermine the common good.

But we misinterpret Catholic ethics if we put the injunction to avoid
masturbation on a par with the injunction to avoid abortion of fetuses with
genetic anomalies. The former injunction is addressed to members of the
community of faith, but the latter is (also) addressed to the broader public
and is intended to guide public policy. The Catholic Church believes that
it has a moral responsibility to the larger community to defend human
rights and the common good, and that this responsibility requires setting
aside its particular religious beliefs and adopting instead a public language.
When Catholics argue against abortion of fetuses with genetic anomalies,
therefore, they are not appealing to their religious beliefs or asking that
society be sensitive to their religious beliefs. They are appealing to a public
language and asking that society consider the moral status of the fetus in
a non-sectarian way.

Thus, secular ethics are an important part of, rather than entirely
distinct from, religious ethics. As noted above, Catholics have generally
adopted the public language of natural law. Protestants and Jews have
generally adopted the public language of deontology. However, as
discussed below, these categories are not clear-cut, and one can find
adherents of different religions relying on different secular theories.

Moreover, these secular ethical theories are, to a large extent,
developments of religious traditions. For example, one fundamental basis
of Judeo-Christian ethics is the idea of agape, or love. God loves all his
children and has instructed people to “love thy neighbour as thyself.” This
instruction to love thy neighbour is the basis for Jewish ethics, and Christ’s
teachings can be seen as attempting to extend this idea. Agape is reflected
in Christ’s golden rule — do unto others as you would have them do unto
you. (A similar golden rule can be found in the Jewish tradition.) It is
generally agreed that this idea of love for all God’s children is the precursor
of the idea, found in five of the six theories, that we should show equal
concern for all members of the community.

The golden rule has become secularized in the form of Kant's
categorical imperative (treat other people as ends in themselves, never only
as a means), or in the more general idea that from the moral point of view
each person matters and matters equally. The moral impulse is the same,
but its source has changed; that is, our obligation to love others is no
longer seen as deriving from the fact that we are all God’s children, but
rather from the fact that we are all human beings. It is respect for our
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shared humanity, rather than respect for our divine creation, that underlies
secular morality.

This helps explain why it is possible for religious theorists to adopt
secular theories when engaged in public policy arguments. Both theists
and secularists believe that all human beings deserve respect and
consideration because of their distinctive capacities for consciousness and
reason. Theists believe that the reason why humans deserve this respect
is that our distinctive capacities were given to us by God, and they allow us
to participate in the Divine. For secular theorists, these capacities are
important in and of themselves, independent of any divine creation.
Consequently, theists and secular theorists disagree about the source of
our obligation to respect human beings, but do not necessarily disagree
about the content of that obligation — that is, they can both agree that
morality requires respect for each person’s rationality and concern for their
conscious well-being. This is why secular theories about respect for
persons are consistent with, but not dependent on, religious beliefs.

Given Canada’s increasingly multicultural population, it might also be
useful to consider some of the major Eastern ethical traditions. However,
as there have been few suggestions in the Canadian context that these
ethical traditions should provide the basis for public policy, they will not be
examined here. When adherents of these traditions have entered public
debate, it has been mainly to seek greater sensitivity by medical
professionals and the health care system to their distinctive needs and
beliefs.

Difficulties with Adopting an Ethical Theory
for the Commission’s Work

As noted above, some people believe it would be useful if government
commissions such as the RCNRT adopted a comprehensive ethical theory
and then rigorously applied it to the various ethical issues raised by NRTs.
This section will consider two practical difficulties with this: consensus on
a theory is unlikely to be achieved, and, even if consensus is achieved, the
theory may not in fact yield useful answers to the issues facing the RCNRT.

The relative merits of the various theories have been the subject of
debate for centuries, and it seems inevitable that reasonable people will
continue to disagree. Some people take the persistence of disagreement as
evidence that there is no one right answer to moral issues. For example,
according to Mary Warnock, “It cannot be too strongly emphasised that in
questions of morality, though there may be better and worse judgments,
there is no such thing as a correct judgment.” Even those who believe
there are right answers must admit these answers can be difficult to
discover. Moral philosophers have not yet discovered a knockout argument
for or against these different theories. While new theories are developed
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(e.g., the ethic of care), they do not refute earlier theories, in the way that
Copernicus is thought to have provided a decisive refutation of Ptolemy.

There have been various attempts to refute ethical theories on the
basis of logic (e.g., trying to show that a theory is self-contradictory) or
sentiment (e.g., trying to show that a theory violates our everyday intuitions
about what is right and wrong). But the fact that these theories have
maintained adherents for centuries suggests that they are not obviously
illogical. And while it is not difficult to show that some theories (e.g.,
utilitarianism) violate some of our everyday moral intuitions, this is not a
conclusive argument, for not everyone shares the same intuitions, and in
any event, it seems that each of these theories has some counter-intuitive
implications. Thus, neither logic nor sentiment is capable of providing a
conclusive argument for or against a particular ethical theory.

An additional difficulty is that even if everyone did adopt a particular
theory, it is unlikely that they would all agree on how to interpret it. The
hard work is not done even if a theory has been selected, since there is no
clear, direct, uncontroversial path from the ethical theory to conclusions
regarding NRTs.

It is rarely possible to draw a clear and direct line from the very
general concepts of agreement, utility, care, etc., found in the ethical theory,
to the nuts and bolts of particular ethical decisions. There is no magical
formula for applying any of these theories. Even if we decide that morality
is a matter of maximizing utility, for example, how do we know what will
maximize utility? Should utility be measured in terms of subjective
preferences, or are there objective standards by which we can judge some
interests to be more important or urgent? Or if we define morality in terms
of natural law, which natural dispositions should we respect? Most
proponents of natural law emphasize that one of the human dispositions
to be respected is the human quest for intellectual growth and scientific
development. But when is technical progress a manifestation of our
natural dispositions, and when is it a violation of them?’

Again, if we define morality in terms of ethical caring, what counts as
ethical caring? Many proponents of the ethic of care argue that it requires
shifting away from a preoccupation with conflicting rights toward a concern
for the responsible maintenance of relationships, especially with
dependants. But what counts as the irresponsible severing or neglect of a
relationship? If we decide that morality is a matter of agreement, what
kinds of agreement count? Most contractarians say that morally relevant
agreements must be reasonable agreements. But what counts as
reasonable?

This is not to deny there are better and worse interpretations of utility,
nature, care, or agreement. However, just as reasonable people continue
to disagree about which ethical theory to adopt, so they will continue to
disagree about which interpretation of these theories is best. There is
nothing in the structure of the various theories that guarantees everyone
will interpret them in the same way. On the contrary, there is every reason
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to believe that utilitarians will continue to disagree over what promotes
utility; contractarians, over what is reasonable; natural law proponents,
over what is natural; proponents of the ethic of care, over what is
responsible; et cetera.

So the quest to select a particular ethical theory is not likely to be very
helpful. There may be a more useful approach. Rather than taking the
time to resolve the (unresolvable) philosophical differences among these
various theories, it may be more profitable to build instead on their points
of agreement. In particular, it may be possible to get proponents of
different theories to agree on a set of lower-level principles — while the
different theories are implacably opposed at the theoretical level, they tend
to converge more often at the practical level.

There is a substantial body of literature, particularly in the field of
applied ethics, on the role of mid-level principles. Precisely because
concepts such as nature, agreement, or care are so hard to interpret and
apply, theorists who work in the field of applied ethics often need to derive
a set of more concrete, mid-level rules or principles from their preferred
ethical theory. For example, many utilitarians recognize that it is
impossible to determine what will maximize utility in a particular context
(partly because there is no agreement on the definition of utility). So they
seek to identify mid-level principles that focus on more specific and tangible
human interests, such as people’s desire for autonomy and the need to
prevent harm. Decision makers can then follow these principles directly,
without having to understand (let alone measure) what promotes utility in
the abstract and aggregate. According to utilitarians working in the field
of applied ethics, the best we can do to promote overall utility is in fact to
ignore overall utility, and instead focus on protecting certain specific
important interests (e.g., through rules requiring informed consent and safe
practices). This is often called rule-utilitarianism, since it instructs people
to obey a set of mid-level rules, rather than aim directly at the
maximization of utility.

Similar moves to derive mid-level principles are made by proponents
of other ethical theories. Indeed, it turns out that proponents of different
theories often generate similar principles. The kinds of rules endorsed by
rule-utilitarians are often closely related to the kinds of dispositions
endorsed by proponents of natural law, which are related to the kinds of
agreements endorsed by contractarians and to the kinds of relationships
endorsed by proponents of the ethic of care. For example, all these theories
seem to converge on principles emphasizing respect for individual
autonomy and protection of the child’s interests.

Why would theories that disagree at the theoretical level converge on
the same mid-level principles? One reason is that they do not entirely
disagree at the theoretical level. With one exception,® they all share a
commitment to what we can call the “moral point of view.” That is, they
all believe there is such a thing as a moral perspective on issues, which is
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distinct from a prudential (self-interest), scientific, or aesthetic perspective,
and which is defined by some notion of respect for persons.

From a prudential point of view, some people’s lives may not matter
to us, particularly if they are too weak or too distant to either harm or
benefit us. From an aesthetic point of view, some people’s lives may not
matter, particularly if (as with Nietzsche) we think that only a few people
are capable of genuine greatness in thought or action. But from a moral
point of view, all people matter in and of themselves. It matters how well
their lives go, and if our decisions affect their well-being, then we must take
that into account. Adopting the moral point of view, therefore, requires that
we sympathetically attend to people’s interests and circumstances, try to
understand how things look from their point of view, and give due weight
to their well-being. Adopting the moral point of view requires that we “put
ourselves in other people’s shoes,” and ensure that our actions are
acceptable from their point of view as well as our own.

The idea that we must sympathetically attend to other people’s
well-being is sometimes said to be distinctive to the ethic of care, but this
idea is in fact shared by all of these theories. . Despite their many
differences, utilitarians, contractarians, care theorists, and others all agree
to the following claims that define the moral point of view:

1. Moral reasoning requires that we sympathetically identify with
the situation of others and consider their views and interests
alongside our own. This consideration is due to others by virtue
of our shared humanity.

2. This process of empathizing with others is more difficult the
further others are from us (in terms of social status, natural
talents, racial/ethnic background, etc.).

3. To fully consider the situation of distant others, we must
overcome or extend our natural inclination to sympathize with
those who are closest to us and seek to adopt a more generalized
concern and attentiveness.

These claims can be found in every major moral theory, secular or
religious, and underlie “justice” theories, such as those of Mill and Rawls,
as much as “care” theories, like those of Gilligan or Baier.’

This shared commitment to the moral point of view helps explain why
there is a convergence on principles of respect for autonomy and protection
of the child’s interests. Once we put ourselves in other people’s shoes, it
is only natural that we will see the importance of respecting their points of
view and of protecting those who are vulnerable. Thus we arrive at
principles of autonomy and protection of the child’s interests.

It seems that when practical decisions must be made, each theory
relies less on the philosophical nuances that distinguish it from all the
others and more on the basic moral impulse it shares with all the others;
i.e., the basic impulse to put ourselves in other people’s shoes, understand
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their perceptions, and give due weight to their interests. The subtle
distinctions among the theories, while the subject of heated philosophical
debate, are relatively minor when compared with this central moral impulse
that they all share, particularly at the level of practical decision making.
The quest to select an ethical theory, then, may ultimately be unnecessary.
For when we try to apply a theory, we end up relying on mid-level principles
that all theories share.

A major concern with the RCNRT's adoption of a particular ethical
theory is that it may alienate unnecessarily a broad range of people who
might otherwise agree with the Commission’s reasoning and recom-
mendations. There will be many people who do not share any given theory
preferred by the Commission and who cannot be persuaded to adopt it.
Therefore, they might automatically reject the Commission’s recommenda-
tions, even though they may well agree with the mid-level principles that
actually generate the conclusions.

In summary, there are three important reasons why adopting an
ethical theory might not be appropriate for the Commission:

1. There are deep disagreements about the relative adequacy of
different theories, disagreements that are hard to resolve, or even
to characterize. Selecting a particular theory is likely to alienate
a substantial portion of the population.

2. There is a large gulf between endorsing a comprehensive theory
and arriving at practical conclusions on specific NRT-related
issues. Theories are not formulas that can generate clear
answers to difficult issues. They have to be interpreted before
they can be applied, and these questions of interpretation can be
as difficult and controversial as the question of which theory to
adopt. Therefore, adopting a particular ethical theory may not
bring us any closer to resolving the disputes within the
Commission’s mandate.

3. Given the difficulty of interpreting and applying ethical theories
in a rigorous way, most applied ethicists rely instead on a looser
form of argument appealing to mid-level principles rather than to
fundamental theoretical concepts. To a large extent, these
mid-level principles can be derived and applied without
undergoing the difficult and potentially divisive task of adopting
an ethical theory.

Guiding Principles

If the Commission decides to base its ethical deliberations on guiding
principles, which principles should it adopt, and where do they come from?
Three sources of guiding principles will be examined: the RCNRT’s public
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hearing interventions, the international inquiries, and the bioethics
literature.

Public Hearing Interventions

The public hearings provide a helpful starting point for identifying
guiding principles. Seventy-five intervenors endorsed one or more guiding
principles, representing a wide range of sectors and interests. These
interventions provide not only a rich source of potential principles,
endorsed with the specific Canadian context in mind, but also a
preliminary indication of the extent to which a consensus on principles is
possible.

At first glance, it may seem that the public hearings do not provide
much support for the claim that a consensus on guiding principles is
possible, for, as discussed earlier, intervenors from different sectors did not
agree on the appropriate principles for managing NRTs. However, it is easy
to exaggerate the extent of this disagreement. While different groups
endorsed different principles, these principles are largely complementary
rather than competing. For example, the family sector emphasized the
child’s interests, the alternative health sector emphasized accountability,
and women’s groups emphasized the principle of the non-commercialization
of reproduction. But these three principles are quite consistent with each
other, and indeed it is clear from their recommendations that all three
sectors share all three principles. While intervenors from the family sector
did not explicitly include accountability and non-commercialization among
their guiding principles, their proposals to establish a national monitoring
agency and to ban the selling of genetic material reveal that, in fact, they
do accept these principles.

In other words, while different sectors emphasized different principles,
they might not oppose each other’s principles. Moreover, there was always
some overlap among the sectors. For example, while the principle of
autonomy was advanced most forcefully by women's groups, and the
principle of respect for human life was advanced most forcefully by family
groups, there were also some women'’s groups who emphasized respect for
life and some family groups who emphasized respect for autonomy.

This suggests that beneath the apparent diversity of principles
endorsed in the public hearings, a core of shared principles can be
identified. A re-examination of the interventions suggests that the following
seven principles received considerable support from a broad range of
sectors:'®

1. individual autonomys;

2. appropriate use of resources;

3. non-commercialization of reproduction;
4

equality;
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5. respect for human life;
6. protection of the vulnerable; and
7. accountability.

These principles are examined in turn below.

1. Individual Autonomy

The principle of autonomy states that people should be free to choose
how to lead their lives, particularly with respect to their fundamental
personality-defining commitments (e.g., work, family, sexuality). Of course,
this is not an unqualified principle. A One's freedom of choice does not
include the freedom to harm or coerce others, or to undermine social
stability. Moreover, some restrictions must be placed on people for their
own good, in circumstances where they lack the information or competence
necessary to make reasonable decisions. However, it is a defining feature
of modern culture that individuals are seen as having the right (and the
responsibility) to decide what kind of life they want to lead, and what kind
of person they want to be.

As with most of the guiding principles, the principle of autonomy has
a number of implications for the management of NRTs. Minimally, the
protection of autonomy generates a requirement of “informed consent” to
medical procedures. If a woman is to have autonomous control of her
person, then others can't intrude on her body without her consent. The
active promotion of autonomy might also generate a requirement of
“informed choice.” Autonomy requires access to, and information about,
a wide range of options. It might also require the provision of psychosocial
counselling to help patients deliberate effectively about these options.

In the public hearings, the principle of autonomy was invoked in
various ways. Some intervenors focussed on informed consent, some on
informed choice. Some focussed on providing more information or options,
others focussed on removing social pressures. While most intervenors felt
that reproduction was a fundamental personality-defining commitment,
some explained this in terms of the importance of family life (medical;
alternate health), while others tied it to the importance of being able to
control one’s body (women’s).!! Some intervenors also noted that medical
professionals have a right to autonomy — for example, a right to refuse to
provide treatments that violate their conscience.

2. Appropriate Use of Resources

The principle of the appropriate use of resources states that decisions
about the provision of new services or technologies must be made in
accordance with clearly defined health care priorities, recognizing that there
are competing needs and scarce resources. The term “appropriate use of
resources” comes from the Canadian Nurses Association’s brief,'? but it
seems to capture an ideal identified in different ways by other intervenors.
Some intervenors talked about “matching health care resources to health
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needs,” or ensuring that resource decisions promoted “the greatest good of
the greatest number.” In each case, the underlying idea is that society
must (re-)establish a sense of its health care priorities and not allow these
priorities to be distorted by the allure of high technology.

This principle has both negative and positive implications for funding.
Negatively, the principle implies that technology should not be publicly
funded if it does not promise substantial health benefits. Positively, it
implies that health care procedures should be provided if they are
beneficial, since one of the responsibilities of governments is to promote the
health and well-being of their citizens."®

In the public hearings, this principle was interpreted in various ways.
For most intervenors, it was seen as requiring rigorous and ongoing
cost-benefit evaluation of technology. For some intervenors (particularly
women’s groups), it was also seen as requiring greater attention to the full
range of women's reproductive health care needs. Intervenors from the
alternative health sector often argued that the principle of the appropriate
use of resources will lead, in turn, to various “public health principles,”
such as the principle of prevention. Prevention was seen by many
intervenors as a neglected and cost-effective response to health care needs,
which should take precedence over high-technology therapies. There was
a general belief that NRTs have not yet been adequately evaluated in terms
of their contribution to the meeting of genuine health needs.

3. Non-Commercialization of Reproduction

The principle of non-commercialization states that it is inappropriate
for decisions involving human reproduction to be determined by the profit
motive. Therefore, the buying and selling of reproductive materials (e.g.,
human embryos, fetal tissue) or reproductive services (e.g., commercial
surrogacy) is inappropriate.

The prohibition of commercialization is said to be important for a
number of reasons. Commercialization could lead to exploitation of the
poor. Commercialization of childbearing could also harm children, by
promoting the view that children are commodities. Commercialization of
gametes, embryos, and fetal tissue would show disrespect for human life.
More generally, introduction of the profit motive into the sphere of
reproduction is degrading. According to Elizabeth Anderson,'* commerce
is appropriate for the exchange of things that are to be “used,” but not for
objects or services that are to be “respected” or “admired.” Since the
human capacity for reproduction and the genetic materials that it creates
should be respected — and not merely used — introduction of the profit
motive is degrading.

In the public hearings, this principle was interpreted in various ways.
Some intervenors distinguished between “payment for services” and
“compensation for expenses,” and argued that the latter was acceptable
while the former was not. Others, however, argued that any financial
exchange was unacceptable, and that compensation for expenses was a
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screen behind which payment for services could be made. There was also
some dispute about whether the existence of commercial sperm banks or
private in vitro fertilization (IVF) clinics constituted inappropriate
commercialization. There was near-unanimous agreement, however, that
the buying and selling of embryos, fetuses, and children was unacceptable,
as was the creation of commercial surrogacy agencies.

4. Equality

The principle of equality states, at a general level, that every member
of the community is entitled to equal concern and respect, and that, at a
more specific level, every member of the community should have equal
access to basic public services, such as health care and education.
Equality, therefore, is really two distinct principles.’®> The first is the
principle of moral equality, which is more or less equivalent to the “moral
point of view” — the view that the well-being of each person matters and
matters equally. This precludes any social practice based on the
assumption that some people’s lives are worth less than others. Secondly,
there is the principle of equal access to basic public services, such as
health care or education.'® In our society, it is generally assumed that
equal access to basic services is required by, and part of, the principle of
treating people with equal respect.

There are different ways of interpreting these principles. Minimally,
respect for equality requires that laws discriminating against certain groups
should be repealed. The principles of equality preclude any legal system
that creates first- and second-class citizens. However, respect for equality
may also require active steps to ensure that (1) all members of society are
treated with equal respect throughout society (e.g., educational programs
against racism, sexism); and (2) all members are equally capable of
accessing public services (e.g., special outreach programs for remote
communities or minority cultural and linguistic groups).

While everyone agrees about the importance of eliminating legal
discrimination, there is less agreement about the necessity of positive
measures to promote equality. Libertarians and others on the right wing
of the political spectrum argue that removing legal barriers is sufficient to
ensure equality, and that positive measures to promote particular groups
are unfair, divisive, and restrictive of individual freedom. Those on the left
wing of the political spectrum argue that the mere removal of legal barriers
does not create genuine equality in social status, economic opportunities,
or access to services, and that positive measures are required to overcome
entrenched barriers or prejudices facing disadvantaged groups.

In the public hearings, the principle of equality was invoked in a
number of contexts. Some intervenors representing people with disabilities
focussed on the most general principle of moral equality and argued that
certain uses of NRTs (e.g., using prenatal diagnosis to identify and abort
fetuses even in cases where the fetus has only a mild handicap;
non-medical sex selection) should be prohibited as inconsistent with the
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moral equality of persons. Educational programs promoting greater
tolerance for people with disabilities and more sensitive prenatal diagnosis
counselling were also justified in terms of promoting this general idea of
equality.

Most intervenors, however, focussed on the principle of equal access
to health care and argued that the current provision of NRTs infringed this
principle in various ways. Some intervenors emphasized economic and
geographic barriers to equal access and argued that NRTs deemed to be
legitimate medical treatments should be publicly funded (including travel
grants). Others focussed on the screening of prospective patients for
parental suitability. Some saw all such screening as discriminatory, since
people capable of natural conception are not assessed for their parental
suitability. Others simply objected to the practice of excluding whole
groups of people on the basis of their marital status or sexual orientation,
rather than examining each person on his or her own merits. Yet others
objected to the arbitrary and capricious manner in which such decisions
were made, and to the fact that doctors had no training or qualification to
judge parental suitability. There was also concern that prejudice against
women with disabilities, or women of colour, was limiting their access to
NRTs.

5. Respect for Human Life

This principle states that human life deserves respect at all stages of
its development. It is widely agreed that all forms of human life (and indeed
human tissue more generally) should be treated with sensitivity, not
callousness or indifference. While the law does not treat embryos and
fetuses as full members of the community, they are closely connected to the
community, in virtue of both their genesis (i.e., having been created by
members of that community) and their future (i.e., their potential to become
members of that community). Thus, there are restrictions on how embryos
and fetuses should be treated.

There has been much dispute about what kind of respect is owed to
embryos and fetuses at what stages of development. Some endorse a
principle of graduation, according to which the embryo/fetus deserves more
respect as it develops, up until viability or birth, at which point it becomes
a full member of the moral community. According to this view, various
forms of research are acceptable on early embryos that are not acceptable
on fetuses. Others argue that the embryo/fetus should be treated as a full
member of the community from the moment of conception, so that
non-therapeutic experimentation is never justified.

However, even those who defend the principle of graduation impose
some limits on the kinds of experimentation that can be performed. Some
argue that research should be limited to the surplus embryos from in vitro
fertilization infertility treatments (i.e., embryos should not be created solely
for research). Others argue that embryo/fetal research should only be
conducted for certain purposes (e.g., to improve infertility treatment, but
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not to test new pharmaceutical drugs). Many people believe that there
should also be limits on the way these forms of human life are collected,
stored, exchanged, and disposed of. These restrictions are said to be
necessary to ensure that the embryo/fetus is treated with dignity and
respect.

In the public hearings, this principle was interpreted in various ways.
Intervenors from the family, religious, and pro-life sectors argued that
respect for human life prohibits any non-therapeutic experimentation on
living embryos and fetuses. These intervenors also opposed the use of fetal
tissue from deliberately aborted fetuses. Other intervenors, including some
from the medical community, defended the principle of graduation, and
argued that tightly controlled forms of embryo and fetal tissue research
were consistent with respect for human life. As we have seen, there was
general agreement from many sectors that respect for human life is
inconsistent with the commercialization of genetic material.

6. Protection of the Vulnerable

This principle states that the welfare of those who are less capable of
looking after themselves deserves special consideration. The most common
example concerns the welfare of children. Since children cannot look after
their own needs, parents must have the power to make decisions for them.
However, these powers are not “rights” in the traditional sense. Rather,
they are trusts, to be exercised for the benefit of the child, and the state
has the authority to intervene where that trust is violated.

The widespread commitment to this principle reflects society’s view
that children are not the property of their parents, but rather are
independent but vulnerable members of the community. While society’s
conception of the needs of children has changed over the years, it is
generally agreed that children need not only the basic necessities (e.g.,
food), but also emotional nurture, and a sense of rootedness and family
lineage. Consequently, promotion of the child’s best interests is tied, in
most cases, with the promotion of stable family formations.'”

Historically, the principle of protecting the child’s interests has been
applied to decisions regarding the treatment of children who are already in
existence; in the context of NRTs, some people have extended the principle
to questions of conception. It has been argued that access to assisted
conception should be denied to “unsuitable” parents (e.g., single women,
lesbian couples), since it is not in the child’s best interests to be born into
such a family environment. However, this extension of the principle may
conflict with another long-standing legal principle, namely, that a child is
never wronged by being brought into existence.'®

The principle of protecting the vulnerable applies to some adults as
well. For example, society must ensure that adults who are temporarily or
permanently unable to make competent decisions, or who are in desperate
straits, are not taken advantage of.
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In the public hearings, the principle of protecting the vulnerable was
raised in various contexts. One issue concerned the legal status of children
conceived with the use of sperm from anonymous donors. It was generally
agreed that such children should have the same legal status as children
born through natural conception and should be recognized as the legitimate
offspring of the social parents. It was also generally agreed that the child
should have access to non-identifying information regarding the donor,
particularly if it might assist in the child’s health care. @A more
controversial issue concerned the child’s access to information regarding
the identity of the donor. Some intervenors argued that the child had an
important interest in having access to such information when he/she
reached the age of majority, just as adopted children seem to benefit from
having access to information about their birth parents. Others were less
sure of these benefits.

The most controversial issue, however, concerned the screening of NRT
patients for parental suitability. Some family-sector intervenors appealed
to the child's interests to justify excluding all but legally married couples
from access to NRTs. Intervenors from other sectors, however, argued that
there was no evidence that children born into other family forms were
thereby disadvantaged.

7. Accountability

The principle of accountability states that the public has the right, and
the responsibility, to regulate and monitor the provision of NRT services
and NRT -related research, so as to ensure that the various principles listed
above are respected. This is, to some extent, a shift from the traditional
principle of professional self-regulation, in which the public had little role
to play in either the development or enforcement of codes of medical
practice. Of course, even in the old model, professional organizations were
obliged to act “in the public interest.” However, the implications of NRTs
are so profound that the public can legitimately demand to play a more
active and participatory role in their regulation.

Again, this principle has a number of implications. Minimally, it
implies the need for public oversight of NRT developments. The public has
a right to know what kinds of NRT procedures and research are being done,
and to be assured that these practices are in fact following the rules. The
principle may also require greater public input into the planning and
managing of NRT services and research. A wide range of groups and points
of view should be represented when policies are made.

In the public hearings, this principle was interpreted in various ways.
There was extensive support for some kind of a national regulatory or
advisory body to oversee NRTs. Given the pace of NRT development and the
difficulty in foreseeing all the outcomes or consequences of NRTSs, it was
widely felt that a permanent body should be established. There was also
great emphasis on increased public participation in NRT decision making,
particularly by women and consumers, although intervenors representing
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minorities, people with disabilities, and various community health groups
also wanted representation.

Despite the initial appearance of moral disagreement, it seems there
was considerable consensus on these seven principles in the public hearing
interventions.’® An examination of the international inquiries and the
bioethics literature shows that similar sets of principles have been useful
in deliberating about NRTs.

International Inquiries

As noted above, many international inquiries have endorsed a set of
guiding principles, while only a few have endorsed a comprehensive ethical
theory. A superficial glance at the range of principles endorsed by these
inquiries might suggest little congruence on the choice of guiding principles
(see the section entitled “Ethical Discussions in the International
Inquiries”). However, on closer inspection it can be seen that, like the
public hearing intervenors, most inquiries share a core set of principles,
despite their differences in focus or emphasis. Among the inquiries that
stated their guiding principles, almost all endorsed principles regarding
protection of the vulnerable, autonomy, and respect for human life. There
was also substantial support for principles of non-commercialization and
equal access.

In fact, of the seven principles listed above, the only principle that
does not appear frequently in the international inquiries is the principle of
accountability. However, if we examine the recommendations of these
inquiries, it becomes apparent that this principle too is at least tacitly
endorsed. Perhaps the single most common recommendation in the
international inquiries concerns the establishment of some system of public
monitoring of NRT services and related research. The authors of the
reports may have felt that the principle of accountability was too obvious
to mention. However, in many ways, the recommended systems of
accountability are a break from the tradition of professional self-regulation,
where there was little public input into either the development or
enforcement of the rules governing the provision of health care services.
Therefore, it may be worth stating the obvious: the social and ethical
implications of NRTs are such that some form of public accountability is
needed alongside the traditional mechanisms of professional self-regulation.

While there is considerable consistency between the tentative list of
seven guiding principles and the international inquiries, none of the
inquiries has endorsed precisely the same set of principles. Most reports
endorsed some but not all of the seven principles. This is primarily due to
differences in focus and mandate, rather than disagreements about moral
values. For example, it is not surprising that inquiries concerned with fetal
tissue transplants did not discuss the child’s best interests, or that
inquiries concerned with artificial insemination did not discuss respect for
the human embryo/fetus. The proposed list of principles is more
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comprehensive than those of most inquiries, but then the RCNRT has the
most comprehensive mandate. Moreover, it is important to note that only
a few inquiries have rejected any of the seven principles on the list.?°

Bioethics Literature

This tentative list of principles is also consistent with the principles
commonly enunciated in bioethics texts. As was noted above, those who
work in the field of applied ethics, including medical ethics, have
increasingly focussed on mid-level principles rather than comprehensive
ethical theories, which are seen by many as too abstract to serve as useful
guides for action.”® A survey of bioethics texts reveals that the following
principles constitute the core of bioethics: beneficence (and non-
maleficence), justice, informed consent, respect for human life, honesty,
and confidentiality.?

There are differences between this list and the list proposed above. It
is important to remember, however, that the discipline of bioethics
originally evolved to aid individual doctors deal with individual cases that
raised difficult moral dilemmas. So it was, and largely still is, directed
primarily at helping doctors deal with their patients or research subjects
rather than with public policy questions. This explains the presence of
principles of personal conduct, such as honesty or non-maleficence. While
it is surely right that ethical doctors will not lie to or harm their patients,
these principles are not specifically relevant to most public policy debates.
Even the principle of justice, which seems to have a broader scope, was
initially confined to questions of fairness in research.

The RCNRT, however, is faced with much broader questions of health
care policy. Here the issue is not so much the principles by which doctors
should be guided when treating individual patients, as the principles by
which society should be guided when managing and funding the provision
of NRTs inside and outside the health care system. This requires a
different, and more comprehensive, set of principles. For example, the
question is not just how a doctor can ensure the informed consent of an
individual patient (the principle of informed consent), but how society can
manage the provision of NRTs inside and outside the health care system to
promote the autonomy of all citizens (the principle of autonomy). Likewise,
the question is not just how doctors can ensure that therapies will benefit
a particular patient (the principle of beneficence), but how health care
priorities should be set by society (the principle of the appropriate use of
resources). Similarly, the question of justice is not just how researchers
select their experimental subjects, but rather how society can ensure there
is no discrimination or unfairness in access to health care services.

Some steps have been taken toward making bioethics more relevant
to public policy issues. For example, the principle of informed consent has
been expanded into a more general principle of autonomy. However, this
transition from doctor/patient-centred to policy-centred principles is far
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from complete. There is not yet a well-established set of bioethical
principles dealing with such policy-oriented issues as the status of the
child, the role of commercialization, or the nature of public accountability.
Instead, there is continuing attention to such doctor/patient-centred
principles as “honesty” and “non-maleficence,” which apply regardless of
the policy decisions made by governments. No matter how NRTs are
managed, it is true of course that doctors should not lie to or harm their
patients or research subjects.

There is, then, a certain gap between the proposed list of principles,
intended to guide public policies, and the standard set of bioethical
principles, which are intended to guide individual professionals. However,
it seems safe to say that insofar as bioethicists are moving toward
policy-oriented principles, they are increasingly endorsing the same
principles as those listed above. Moreover, it is important to note that
while bioethicists have not yet endorsed the full set of principles listed
above, neither have they rejected any of them.

Thus, there is evidence from a variety of sources — public hearing
interventions, international inquiries, and the bioethics literature — that
suggests not only that ethical deliberations can be based on guiding
principles, but also that it is possible to achieve consensus on the proposed
list of principles as at least a first step in ethical deliberations about NRTs.
Further support can be found in various international covenants, such as
the International Covenant on Civil and Political Rights.**

The fact that consensus is possible on these principles does not show
that they are valid or adequate to the task. The existence of this consensus
may just reflect that some groups have been able to impose their interests
or views on society. The ultimate test of this list of principles is to examine
them in the light of the moral point of view, to see whether they show due
concern for the interests and perspectives of all those who are affected by
NRTs. If we consider these principles from the moral point of view, are
there other important human values that deserve protection but are not
currently mentioned? As more is understood about the interests of those
affected by NRTSs, perhaps adopting the moral point of view will lead to the
addition of more principles. The possibility that there are further principles
cannot be ruled out. However, the fact that this set has received extensive
support from such a wide range of intervenors, representing many different
sectors, as well as from a wide range of inquiries by bioethicists, suggests
that they may capture the most fundamental moral values relevant to
NRTs.

Applying the Guiding Principles

Identifying the guiding principles is only the first step. The next step
is to apply the principles. Each guiding principle identifies a legitimate
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interest that may be applicable to many groups that are affected by NRTSs.
To apply the principles properly, therefore, we need a list of the individuals
and groups who are potentially affected by the use of these technologies
(the “stakeholders”).

Based on the public hearings, it seems there are eight major groups
that are potentially affected by NRTs:

women;
children;

embryos/fetuses;

people with disabilities;
racial and ethnic minorities;
gays and lesbians;

health care providers; and
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patient and donors.

This list of stakeholders can be used in tandem with the list of guiding
principles to provide a consistent approach to ethical deliberations. Using
these two lists, the Commission can consider how various policy options
affect the legitimate interests of each of the affected parties, and thereby
arrive at morally responsible recommendations.

Of course, this is not a magical formula for resolving all moral
disputes. There will be disagreements over the interpretation of the guiding
principles, and over their relative priority in cases of conflict. Indeed, some
critics of principlism have argued that this apparent consensus on guiding
principles will dissolve once people begin to apply them. The rest of this
section will discuss some potential sources of disagreement and suggest
some mechanisms for coping with them.

It is certainly true that there are disagreements about how to interpret
these shared principles. One of the most serious of these concerns the
principle of respect for human life. While most people share a commitment
to respecting human life as a general principle, they disagree about what
form of respect, and what level of protection, is owed to human life at its
various stages of development.

This disagreement reflects differing views about how human life
acquires its distinctive moral status. Every moral theory must have some
account of when (and why) human life acquires the status of personhood,
and of what form of respect is owed to human life that does not have that
status. There is a wide range of answers to these questions in moral
philosophy. The following criteria have all been proposed for assessing
when human life acquires moral status (or when its moral status
increases): conception, syngamy, implantation/primitive streak, sentience,
quickening, viability, birth, and rationality.
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People disagree over which of these various “marker events” is relevant
in assessing the moral status of the embryo or fetus. Moreover, there are
also disagreements over whether it is the actuality or the potentiality of the
embryo or fetus that has moral relevance. For example, some international
inquiries argue that sentience is the key marker event in acquiring moral
personhood. But some of these reports argue that it is the potential for
sentience that matters, and that the embryo acquires this potentiality when
it develops the primitive streak at 14 days. (This is distinct from arguing
that the embryo acquires moral status at 14 days because that is when its
individual identity is fixed.) Others argue that it is the actual possession of
sentience that determines personhood, and that the fetus acquires this
capacity at around 40 days or later. So two people can agree on which of
the seven criteria to adopt, and still disagree about when the embryo or
fetus acquires its moral status. People may also invoke different criteria
when assessing the moral status of in vitro and in utero embryos.

This generates a bewildering array of possible answers to the question
of the moral status of the embryo or fetus, and it is far beyond the scope of
this paper to try to resolve this debate. A rigorous analysis of these
different criteria and of the potentiality argument would be required. Of
course, it is possible that consensus will not be possible on this issue. If
so, the commissioners may have to agree to disagree and let the public
know that there are deep and perhaps irresolvable disputes on this
question. If such fundamental disagreements exist, they should not be
minimized.**

However, the existence of this moral disagreement does not invalidate
the usefulness of the “guiding principles” approach, for it is still important
that there is general consensus on the principle that human life deserves
respect, and that this respect places limits on NRT-related procedures and
research. For example, this consensus would help explain and justify any
recommendations the RCNRT might wish to make concerning the
establishment of a system of accountability for embryo research.

Moreover, the statement of guiding principles can help promote a more
informed public debate on the ethical implications of NRTs. If some
disagreements are unavoidable, then it will help promote public debate if
readers can identify as clearly as possible the precise location of the
disagreement. If they are told that disagreements over embryo experi-
mentation reflect disagreements over what forms of respect are owed
human life at its different stages of development, then they will have a clear
idea of what kinds of arguments they need to consider and discuss.

The existence of a consensus on guiding principles will be less useful
if irresolvable moral debates arise about the interpretation of every
principle. But it is possible that there will be few moral disagreements over
the interpretation of these principles — much of what gets called moral
disagreement can in fact be traced to factual disagreements.

The public hearings revealed that people disagree about a wide range
of facts regarding NRTs. For example, disagreements about whether invitro
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fertilization deserves public funding as an appropriate use of resources
often reflect different empirical assumptions about its comparative success
rates and about the effectiveness of prevention. Disagreements about
whether increased availability of in vitrofertilization promotes or diminishes
women's autonomy often reflect different empirical assumptions about the
sorts of pressures to have children that women face from friends, family,
NRT providers, and society at large. Disagreements about whether prenatal
diagnosis (PND) promotes discriminatory attitudes toward people with
disabilities often reflect different empirical assumptions about the motives
and actions of PND-users and providers. In many of these cases, people
agree on the values, but disagree on how the provision of particular NRTs
will in fact affect those values.?®

In cases such as these, there are disagreements about the ethical
implications of NRTs without there being any disagreement on moral
values. The solution to these disagreements, therefore, lies in empirical
research as much as in moral philosophy. If people disagree on the facts
about how NRTs are being provided, or about what impact they are having
on various groups in society, then the RCNRT can try to find more reliable
or conclusive evidence.

Unfortunately, the facts are not always available. This leads to a
second source of disagreement — namely, how should we act in conditions
of uncertainty? Or, put another way, upon whom does the burden of proof
lie? Do we allow NRTs until they are proven harmful? Or do we not allow
NRTs until they are proven beneficent?

As various commentators and international inquiries have noted, there
is a fundamental disagreement in society over this question of the burden
of proof.** To some extent, this disagreement reflects an underlying
difference in views about technology. In the absence of sufficient facts
about particular NRTs, people draw on their more general attitudes
concerning the impact of technology on society. Proponents of NRTs often
display optimism regarding the benefits of technology and our capacity to
control it responsibly. For them, the burden of proof is on those who would
curtail technological development. Opponents of NRTs, on the other hand,
are often technological pessimists, who feel that society puts itself at
long-term risk when it employs technology to solve current problems. As
a result, they put the burden of proof on those who would introduce new
technologies to show that the benefits will outweigh the harms.

This points to the importance of different general attitudes toward
technology. = One manifestation of these different attitudes is the
“slippery-slope” debate. Opponents of NRTs sometimes argue that adopting
certain NRTs is the first step on a slippery slope toward eugenic
reproductive policies, a Brave New World, or greater male control of
women's reproduction. They argue that we should not take the first step
unless we have conclusive evidence that we can and will avoid subsequent
steps down the slope. Proponents of NRTs, however, respond that society
has proven its ability to use technologies responsibly and prevent abuses,
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and that many existing technologies that were initially opposed for
slippery-slope reasons are now generally accepted. They argue that the
potential abuses are far-fetched and indeed too remote to warrant serious
consideration; therefore, we should not block progress from an irrational
fear of worst-case scenarios.

These slippery-slope arguments arise in many areas of the RCNRT
mandate, and it is important to determine how they should be evaluated.
But it is also important to note that the slippery-slope argument is effective
precisely because it appeals to shared values.”” The slippery-slope
argument claims that seemingly beneficial first steps should be avoided
because they inevitably will lead to results that we all acknowledge are
horrendous. If there were no agreement about what counted as morally
bad outcomes, there would be no room for slippery-slope arguments.
Everyone agrees it would be unacceptable if the use of NRTs led parents to
view their children as commodities, or led society to be intolerant of human
imperfections. People simply disagree about whether NRTs are likely to
have that effect, and as to where the burden of proof lies. Is it incumbent
on proponents of NRTs to prove that society will avoid the slippery slope?
Or is it incumbent on opponents to prove that society will fall down that
slope?

Here is another source of disagreement about the ethical implications
of NRTs that does not reflect a difference in moral values. It may be
difficult for the RCNRT to resolve this conflict, since it is likely that
differences in general attitudes toward technology (unlike specific beliefs
about a particular NRT) are relatively difficult to dislodge. However, it may
be possible to diminish the conflict. One reason for some groups’
pessimism about the impact of NRTs on shared values and their desire for
conclusive evidence that NRTs are benign before they are introduced is that
these groups do not feel they have any control over the future direction of
technological development. They want NRTs stopped now, since this may
be their only chance to stop them. Conversely, one reason for some groups’
optimism is that they do have some control over the rate and direction of
NRT development. In other words, differences in attitudes toward
technology may reflect differences in social power. If some groups feel they
are powerless to prevent society from falling down the slippery slope, they
are more likely to feel that no one in society can stop that development.

Insofar as this is true, the RCNRT can try to eliminate this
disagreement over the burden of proof by proposing the establishment of
an advisory or regulatory body, with representation from a wide range of
societal interests and viewpoints. This might give each group in society
confidence that it will be involved in evaluating the evidence about the
implications of NRTs as it is collected, and that it will be able to act
effectively should its interests or values turn out to be harmed by future
NRT developments.

This raises a further area of possible study by the RCNRT. It may be
worth considering what kinds of regulatory or advisory bodies can give
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everyone in society the confidence that the ethical implications of NRTs are
being systematically monitored from a range of different perspectives.

To summarize this section, then, the existence of a consensus on
certain guiding principles does not mean that all moral disagreement will
disappear. People will disagree about the interpretation of these principles
for a variety of reasons, including different views of the moral status of the
embryo and fetus, different factual beliefs, and different assumptions about
the likely impact of technology on society. However, the existence of these
disagreements does not undermine the viability of the guiding principles
approach. Many disagreements can be resolved or accommodated through
the provision of more information, or the establishment of a public
oversight body.

It is also important to remember that some ethical disagreements do
not need to be resolved to make public policy recommendations. For there
are not only moral constraints on the RCNRT’s recommendations, there are
also a number of legal, social, and economic constraints. Certain policies
that may be desirable in principle may be impossible in practice, given
these constraints.”® Some options will be more appropriate or feasible in
the light of Canada’s legal, political, economic, and cultural context, and
existing institutions and practices. Once these constraints are taken into
account, the kinds of moral conflicts that arise may change and become
more manageable. As the feasible range of recommendations becomes
clearer, we might discover that some seemingly intractable problems will
not arise, and that most problems that do arise can be resolved on the
basis of relatively uncontroversial guiding principles.

There are a variety of reasons to hope that disagreements over the
interpretation of guiding principles can be resolved or contained. If they
can, then the guiding principles approach provides a more promising basis
for consensual public deliberation than the ethical-theory approach.

This suggests an alternative account of where previous inquiries into
NRTs have gone astray. As noted above, previous inquiries have often
failed to adopt a clear and consistent approach to ethical issues. Some
critics suggest that this failure is tied to the absence of a comprehensive
ethical theory. It may be the case, however, that the shortcomings of
previous inquiries stem from the inadequacy of their guiding principles, or
the inadequate way these principles were applied.

It is interesting to note that many critics of previous inquiries have not
considered the option of adopting guiding principles. The only alternative
to adopting an ethical theory, some people assume, is to rely on subjective
whims or public opinion polls. This false dichotomy seems to have been
accepted by Mary Warnock. In answering critics who complained about the
lack of an ethical theory in her report, Warnock said: “Every
sentence ... had to be argued over. To reach agreement on conclusions was
difficult enough. To have arrived at an agreed line of argument would have
been impossible.”® This is a powerful warning about the difficulties in
arriving at a shared ethical theory. But her alternative is surely
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unacceptable, if she means that public inquiries cannot hope to give any
moral reasoning at all for their recommendations. If the RCNRT report is
to be persuasive, and is to promote public debate, then it must give reasons
for its conclusions. But these reasons need not be arguments “all the way
down,” i.e., down to the first principles of an ethical theory. Rather, the
reasons can appeal to a set of mid-level principles that are consistent with
various theories. This option is largely ignored in the debate between
Warnock's critics and supporters.

It might be argued that we need an ethical theory to have confidence
in our mid-level principles. In fact, if anything, the direction goes the other
way. Our confidence in a particular ethical theory will largely depend on
whether it makes room for the various mid-level principles to which we are
already strongly committed. For example, if an ethical theory denies that
the child’s interests deserve special protection, then we are much more
inclined to reject the theory than to renounce the principle of protecting the
vulnerable. Indeed, this is precisely why most people reject mutual-
advantage theories as an account of morality. Since the mutual-advantage
theory cannot explain our commitment to principles of protecting the
vulnerable and respecting human life, it does not warrant serious
consideration as an account of morality.

The public expects that the RCNRT will give reasons for its
recommendations. And, of course, these should be good reasons. But
people do not need to subscribe to a particular ethical theory to evaluate
what counts as a good reason. For example, the fact that a particular
policy will promote the child’s interests is clearly a good reason for
endorsing that policy. The public and policy makers accept this as a good
reason, even though they may not understand specific theories. Anyone
who doubts whether promoting the child’s interests counts as a moral good
lacks the most basic ethical sensibilities — they have failed to understand
what it means to look at things from the moral point of view.

This brings us back, once again, to the “moral point of view.” The
public has expressed a concern that NRTs be examined from a moral point
of view, as well as from a purely medical, scientific, legal, or economic point
of view. They will want evidence that the Commission has considered their
interests and the interests of their children and of future generations with
empathy; that the Commission has considered the fate of the weak and
marginalized, in addition to the legitimate interests of the more vocal or
powerful; and that the Commission has done what it can to put itself in the
shoes of all those who are affected by NRTs, and that it will take those
impacts into account in its recommendations. .

This, indeed, is the real problem with the previous inquiries. The flaw
of the Warnock Report is not that it failed to endorse an ethical theory, but
rather that it failed to consistently adopt the moral point of view. It did not
fully consider the impact of NRTs on women or the disabled or children.
Instead, it adopted a narrow medical point of view on various issues.*
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Both ethical theories and guiding principles are attempts to spell out
the requirements of this moral point of view to provide more determinate
guidance. This paper has argued that guiding principles offer a more
promising avenue for spelling out the moral point of view in the context of
public policy making for NRTs, since they are more practical and less
controversial. However, whichever approach is taken, the ultimate test of
the RCNRT'’s ethical deliberations will be whether the Commission shows
a sincere commitment to understanding and protecting the well-being of all
those who are touched by NRTs.

Conclusion

The RCNRT’s mandate raises a number of moral issues, and indeed it
is the presence of these moral issues that largely explains why the
Commission was established. It is important, therefore, for the
Commission to adopt a clear, consistent, and pragmatic approach to its
ethical deliberations. Many previous inquiries in Canada and elsewhere
have been criticized for failing to do so.

This paper has considered two such approaches: one involves
adopting a comprehensive ethical theory; the other involves adopting a set
of guiding principles. The former approach has difficulties in the context
of public policy making. It is unlikely that most citizens (or commissioners)
will endorse a single theory. Moreover, a specific theory does not provide
much direct guidance for resolving practical ethical issues.

The guiding principles approach is promising. Examination of the
public hearings, international inquiries, and bioethics writings suggests
that consensus is possible on a specific set of guiding principles. While
such a consensus would not eliminate all disagreement about the ethical
implications of NRTs, it would provide useful guidance for the Royal
Commission and public deliberations on a wide range of issues. The set of
principles can serve as a source for policy objectives and as a screen
against which potential policy recommendations are tested. By testing all
its recommendations against the same explicit and comprehensive set of
principles, the Commission can ensure that its ethical deliberations are
thorough and consistent.
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Appendix. List of Canadian and International Inquiries

Canada

1.

10.

Canada. Health and Welfare Canada. Storage and Utilization of Human
Sperm: Report of the Advisory Committee to the Minister of National
Health and Welfare. Ottawa: Health and Welfare Canada, 1981.

Law Reform Commission of Canada. Crimes Against the Foetus.
Ottawa: Law Reform Commission of Canada, 1989.

Law Reform Commission of Canada. Biomedical Experimentation
Involving Human Subjects. Ottawa: Law Reform Commission of
Canada, 1989.

Medical Research Council of Canada. Guidelines on Research Involving

- Human Subjects. Ottawa: Medical Research Council of Canada, 1987,

Guidelines for Research on Somatic Cell Gene Therapy in Humans.
Ottawa: Medical Research Council of Canada, 1990.

British Columbia. Royal Commission on Family and Children’s Law.
Ninth Report of the Royal Commission on Family and Children’s Law:
Artificial Insemination. Vancouver: The Commission, 1975.

Ontario Law Reform Commission. Report on Human Artificial
Reproduction and Related Matters. Toronto: Ministry of the Attorney
General, 1985.

Law Reform Commission of Saskatchewan. Tentative Proposals for a
Human Artificial Insemination Act. Saskatoon: Law Reform Commission
of Saskatchewan, 1981.

Québec. Ministére de la Santé et des Services sociaux. Rapport du
comité du travail sur les nouvelles technologies de reproduction.
Québec: Ministére de la Santé et des Services sociaux, 1988.

Barreau du Québec. “Rapport du comité sur les nouvelles technologies
de reproduction, avril 1988.” Revue du Barreau 48 (Suppl.)(June
1988): 1-40.

Canadian Bar Association. British Columbia Branch. Report of the
Special Task Force Committee on Reproductive Technology of the British
Columbia Branch, The Canadian Bar Association. Victoria: Canadian
Bar Association, 1989.

United States

1,

United States. National Institutes of Health. “Protection of Human
Subjects: Policies and Procedures.” Federal Register 38
(221 Pt. 2)(16 November 1973): 31738-49; United States. Department
of Health, Education, and Welfare. Office of the Secretary. “Protection
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of Human Subjects: Proposed Policy.” Federal Register 39 (165 Pt.
3)(23 August 1974): 30648-57.

United States. National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research. Report and
Recommendations: Research on the Fetus. Washington, DC: U.S.
Department of Health, Education, and Welfare, 1975.

United States. National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research. The Belmont Report:
Ethical Principles and Guidelines for the Protection of Human Subjects
of Research. Washington, DC: U.S. Government Printing Office, 1978.

United States. Department of Health, Education, and Welfare. Office
of the Secretary. “Protection of Human Subjects: HEW Support of
Human In Vitro Fertilization and Embryo Transfer: Report of the
Ethics Advisory Board.” Federal Register 44 (118)(18 June 1979):
35033-58.

United States. Congress. Office of Technology Assessment. Infertility:
Medical and Social Choices. Washington, DC: U.S. Government
Printing Office, 1988.

New York State Task Force on Life and the Law. Surrogate Parenting:
Analysis and Recommendations for Public Policy. New York: New York
State Task Force on Life and the Law, 1988.

American Fertility Society. Ethics Committee. “Ethical Considerations
of the New Reproductive Technologies.” Fertility and Sterility
53 (Suppl. 2)(June 1990): 1S-109S.

Great Britain

1.

Great Britain. Committee of Inquiry into Human Fertilisation and
Embryology. The Warnock Report: Report of the Committee of Inquiry
into Human Fertilisation and Embryology. London: Her Majesty’s
Stationery Office, 1984.

Royal College of Obstetricians and Gynaecologists. Report of the RCOG
Ethics Committee on In Vitro Fertilisation and Embryo Replacement or
Transfer. London: Royal College of Obstetricians and Gynaecologists,
1983.

Council for Science and Society. Human Procreation: Ethical Aspects
of the New Techniques: Report of a Working Party. Oxford: Oxford
University Press, 1984.

Church of England. Board for Social Responsibility. Personal Origins:
The Report of a Working Party on Human Fertilisation and Embryology
of the Board for Social Responsibility. London: CIO Publishing, 1985.
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Great Britain. Committee to Review the Guidance on the Research Use
of Fetuses and Fetal Material. Review of the Guidance on the Research
Use of Fetuses and Fetal Material. London: Her Majesty’s Stationery
Office, 1989.

Interim Licensing Authority. “Guidelines for Ethics Committees for
Centres Offering Assisted Reproduction.” In The Fifth Report of the
Interim Authority for Human In Vitro Fertilisation and Embryology.
London: Interim Licensing Authority, 1990; “Guidelines for Both
Clinical and Research Applications of Human In Vitro Fertilisation.”
In The Fifth Report of the Interim Licensing Authority for Human In Vitro
Fertilisation and Embryology. London: Interim Licensing Authority,
1990; IVF Research in the U.K.: A Report on Research Licensed by the
Interim Licensing Authority (ILA) for Human In Vitro Fertilisation and
Embryology 1985-1989. London: Interim Licensing Authority, 1989;
Annual Reports. London: Interim Licensing Authority, 1986-1990.

Royal College of Physicians of London. Prenatal Diagnosis and Genetic
Screening: Community and Service Implications. London: Royal College
of Physicians of London, 1989.

Australia

1.

Australia. National Health and Medical Research Council. Ethics in
Medical Research: Report of the NH & MRC Working Party on Ethics in
Medical Research. Canberra: Australian Government Publishing
Service, 1985; Ethics in Medical Research Involving the Human Fetus
and Human Fetal Tissue: Report of the NH & MRC Medical Research
Ethics Committee. Canberra: Australian Government Publishing
Service, 1983; Embryo Donation by Uterine Flushing: Interim Report on
Ethical Considerations. Canberra: Australian Government Publishing
Service, 1985; In Vitro Fertilisation Centres in Australia: Their
Observance of the National Health and Medical Research Council
Guidelines. Canberra: Australian Government Publishing Service,
1987; Ethical Aspects of Research on Human Gene Therapy: Report to
the NHMRC by the Medical Research Ethics Committee of the NHMRC.
Canberra: Australian Government Publishing Service, 1987.

Australia. Family Law Council. Creating Children: A Uniform Approach
to the Law and Practice of Reproductive Technology in Australia.
Canberra: Australian Government Publishing Service, 1985.

Australia. Parliament. Senate Select Committee on the Human Embryo
Experimentation Bill 1985. Human Embryo Experimentation in
Australia. Canberra: Australian Government Publishing Service, 1986.

Australia. National Bioethics Consultative Committee. Reproductive
Technology: Record Keeping and Access to Information; Birth
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10.

11

Certificates and Birth Records of Offspring Born as a Result of Gamete
Donation: Final Report to Australian Health Ministers Formerly
Released Pending Consideration by Government. Canberra: National
Bioethics Consultative Committee, 1986; Surrogacy: Report 1.
Canberra: National Bioethics Consultative Committee, 1990:
Discussion Paper on Surrogacy 2 — Implementation. Canberra:
National Bioethics Consultative Committee, 1990: Discussion Paper on
Access to Reproductive Technology. Canberra: National Bioethics
Consultative Committee, 1990.

Victoria. Committee to Consider the Social, Ethical and Legal Issues
Arising from In Vitro Fertilization. Report on Donor Gametes in IVF.
Melbourne: The Committee, 1983; Report on the Disposition of
Embryos Produced by In Vitro Fertilization. Melbourne: The Committee,
1984.

Victoria. Ministerial Committee on Prevention and Management of
Infertility. Infertility Prevention and Management. Melbourne: The
Committee, 1988.

Queensland. Special Committee Appointed to Enquire into the Laws
Relating to Artificial Insemination, In Vitro Fertilization and Other
Related Matters. Report of the Special Committee to Enquire into the
Laws Relating to Artificial Insemination, In Vitro Fertilization and Other
Related Matters. Brisbane: The Committee, 1984.

Tasmania. Committee to Investigate Artificial Conception and Related
Matters. Final Report. Hobart: Committee to Investigate Artificial
Conception and Related Matters, 1985.

Western Australia. Committee to Enquire into the Social, Legal and
Ethical Issues Relating to In Vitro Fertilization and Its Supervision.
Report of the Committee Appointed by the Western Australian
Government to Enquire into the Social, Legal and Ethical Issues
Relating to In Vitro Fertilization and Its Supervision. Perth: Health
Department of Western Australia, 1986.

South Australia. Parliament. Legislative Council. Report of the Select
Committee of the Legislative Council on Artificial Insemination by Donor,
In Vitro Fertilisation and Embryo Transfer Procedures and Related
Matters in South Australia. Adelaide: Government Printer for South
Australia, 1987.

New South Wales Law Reform Commission. Artificial Conception Report
1: Human Artificial Insemination. Canberra: New South Wales Law
Reform Commission, 1986; Artificial Conception Report 3: Surrogate
Motherhood. Canberra: New South Wales Law Reform Commission,
1988.
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Notes

1. Throughout this paper, the term “NRTs” is used to refer to all the technologies,
procedures, and health care policies listed in the RCNRT's mandate. Thus, it refers
not only to infertility treatments, but also to prenatal genetics, fetal tissue research,
and various alternatives to these technologies and procedures.

2. M. Warnock, A Question of Life: The Warnock Report on Human Fertilisation and
Embryology (Oxford: Basil Blackwell, 1985), viii.

3. For an explanation of how intervenors were assigned to “sectors,” or
communities of interest, sece What We Heard: Issues and Questions Raised During
the Public Hearings (Ottawa: Royal Commission on New Reproductive Technologies,
September 1991), 7.

4. According to some critics, it has become a “ritual incantation” for professional
medical groups to endorse these three principles. See K.D. Clouser and B. Gert, “A
Critique of Principlism,” Journal of Medicine and Philosophy 15 (1990): 219-36.

5. “Symposium on Bioethics Commissions,” Journal of Medicine and Philosophy
14 (4)(1989).

6. Warnock, A Question of Life, 96.

7. This difficulty is illustrated in the Church of England’s report on NRTs (Church
of England, Board for Social Responsibility, Personal Origins: The Report of a
Working Party on Human Fertilisation and Embryology (London: CIO Publishing,
1985)), listed in the appendix. While the members of the report’s task force agreed
on a natural-law framework, they were deeply divided on how to interpret the idea
of natural law. In particular, they were divided on the question of whether natural
law requires us to be active stewards or passive recipients of our genetic
inheritance. Similar internecine disputes can be found among proponents of all the
major ethical theories.

8. The one exception is the mutual-advantage theory. As we have seen, it denies
there is such a thing as the moral point of view (or, more accurately, it denies we
have any reason to adopt that point of view). Since this theory is best seen as a
rejection of morality, I will henceforth concentrate on the other five theories.

9. For further discussion and references, see W. Kymlicka, Contemporary Political
Philosophy (Oxford: Oxford University Press, 1990), chaps. 1-3, 7. The centrality of
this moral point of view to the entire Western moral tradition makes it difficult to
determine exactly what distinguishes the different theories. For example, Rawls is
sometimes categorized as a contractarian, but calls himself a deontologist, while
others insist that his approach is utilitarian. The Protestant theologian Paul
Ramsay calls himself a deontologist, but he invokes some aspects of natural law,
while others insist he is a teleologist. The Catholic philosopher Richard McCormick
endorses natural law, but adds various deontological components to his theory,
while others insist he is a utilitarian. Similarly, many people believe that the ethic
of care is a variant, rather than rejection, of traditional rights/interests theories.
While proponents of each theory are often keen to sharply distinguish their
preferred theory from all the others, many observers have concluded that the six
theories are not really competitors, but rather are interrelated in complex ways and
tend to blur into one another.
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Things get even muddier if we move beyond the six “pure” types of ethical
theory and consider the various “hybrid” forms of moral theory. Given that each of
these theories is said to have some counter-intuitive implications, it is not
uncommon for moral philosophers to try to combine the more attractive elements
of different theories into a new hybrid theory. Thus we find theorists who say that
we should combine utilitarianism with deontology, or the ethic of care with the ethic
of justice. There are 720 ways of combining these six pure types, and while not all
of these combinations are plausible, or even coherent, a thorough search of the
literature would reveal that most of them have been endorsed by at least one moral
theorist. Rather than six sharply distinguished theories, what we actually find in
the literature is a continuum of theories, each blending into the next, sharing
certain key features, but varying in their philosophical nuances. There is as much
disagreement on how to characterize the differences among these theories as on how
to evaluate them.

10. The number of intervenors who endorsed each principle is listed below, by
sector:
1.  individual autonomy: 12 women'’s, 6 medical, 1 consumer, 6 alternative
health, 2 legal, 2 family, 2 disability;
2.  appropriate use of resources: 4 medical, 5 women’s, 5 alternative health,
1 citizen, 2 family, 1 labour, 1 disability;
3. non-commercialization of reproduction: 4 women's, 1 culture, 1 legal;
4.  equality: 4 medical, 7 women's, 1 legal, 1 labour, 1 alternative health,
3 disability, 2 culture, 1 consumer, 2 family;
5. respect for human life: 15 family (including 2 pro-life medical groups and
5 pro-life women'’s groups), 3 medical, 1 labour, 1 disability, 1 alternative
health;
6. protection of the vulnerable: 6 family, 1 alternative health, 2 women’s,
2 citizen, 1 legal; and
7. accountability: 5 women'’s, 3 alternative health, 1 culture.

These numbers indicate the number of intervenors who explicitly endorsed the
relevant ideal as a guiding principle for the management of NRTs. The extent of
implicit support for these principles is much higher. As noted earlier, only 75 of the
296 intervenors identified any guiding principles. Moreover, not all of these 75
Intervenors were trying to identify a comprehensive list of such principles. Some
were just bringing attention to principles they thought were particularly important,
or that were potentially overlooked. Consequently, the numbers cited above cannot
be taken as an accurate gauge of the real support for these principles. For example,
while 31 intervenors explicitly endorsed the idea of individual autonomy as a
guiding principle for the management of NRTSs, it does not follow that other
intervenors were hostile to, or in any way less committed to, this ideal. Indeed,
none of the intervenors rejected this principle. In fact, few intervenors rejected any
of the principles listed above. (The one exception is the qualified support for
commercialization among some citizens, consumers, and medical intervenors.)

Other principles endorsed in the public hearings included:

o cultural sensitivity [culture];
. honesty [medical];
. confidentiality [legal, consumerl];
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. the “seventh-generation” principle [women'’s];
. freedom of religion and conscience [medical]; and
. right to a safe working environment [labour].

11. This could be an important difference, since a generalized principle of
reproductive choice may support “individual consumerism,” including the right of
men to have access to commercial surrogacy or to donate sperm. Such rights are
not entailed and indeed may conflict with the right of women to control their bodies.
See C. Overall, Ethics and Human Reproduction: A Feminist Analysts (Boston: Allen
and Unwin, 1987), 169-70. This raises the possibility that the principle of
autonomy could conflict with the principle of non-commercialization. Libertarians
believe that to have autonomous control over something one must have the right to
engage in commercial exchanges regarding that thing. Most people, however, deny
that autonomy presupposes commercialization. For example, no one thinks that
the right to vote includes the right to sell one’s vote.

12. Canadian Nurses Association, “New Reproductive Technologies: Accessible,
Appropriate, Participative” (brief to the Royal Commission on New Reproductive
Technologies, Ottawa, 20 September 1990), 10. The CNA actually uses the term
“appropriate use of technology,” but emphasizes that this principle “is broad and
refers to the appropriate use of all health care resources.” I have changed the label
to better reflect this broad meaning,.

13. Intervenors from the medical community sometimes describe this as the
“principle of beneficence.” However, this is somewhat confusing since, traditionally,
that principle has been used in the more narrow context of doctor-patient
relationships. The term “appropriate use of resources” seems more appropriate for
the public policy context. See the discussion under “Bioethics Literature” below.

14. E.S. Anderson, “Is Women’s Labor a Commodity?” Philosophy and Public
Affairs 19 (1990): 71-92.

15. A related principle is that of equality of opportunity — i.e., the principle that
no one should be disadvantaged by their social background (their class, sex, racial,
ethnic, or religious background) in their ability to participate in and contribute to
the economic, political, and cultural life of the community. Therefore, everyone
should have roughly the same opportunities to succeed in life, and no one should
be precluded from competing for a particular job or political office. This principle
was rarely raised during the public hearings. However, a few women'’s groups
argued that the reason that NRTs are perceived as threatening to women is that
women do not yet have genuinely equal opportunity to participate in the political,
economic, scientific, and health care systems. In this view, promoting equal
opportunity for women throughout society is needed to ensure that women have an
equal ability to control the development and use of the technologies.

16. Some writers prefer the term “equity” in health care. This reflects the belief
that equality of health status is impossible, given the fact that some factors affecting
health are beyond social control, while equality of access is insufficient, given the
fact that different people face unequal health risks. Thus, a more appropriate goal,
it is said, is equity in opportunities for health. Since the language of equal access
is more familiar and was explicitly invoked by both intervenors and international
inquiries, I will continue to use it.
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17. In some interventions and international inquiries, it is unclear whether
recommendations regarding promotion of the family were entirely derived from the
need to protect the child’s best interests, or whether they had an independent
rationale. See, for example, the following inquiries: Queensland, Special Committee
Appointed to Enquire into the Laws Relating to Artificial Insemination, In Vitro
Fertilization and Other Related Matters, Report (Brisbane: The Committee, 1984),
40; New South Wales Law Reform Commission, Artificial Conception Report 1:
Human Artificial Insemination (Canberra: The Commission, 1986), 18, 20.

18. On the potential conflict between restrictions on access based on the child’s
best interests and the traditional rejection of the idea of “wrongful life,” see the
reports of the Ontario Law Reform Commission, Report on Human Artificial
Reproduction and Related Matters (Toronto: Ministry of the Attorney General, 1985),
196-97; Law Reform Commission of Saskatchewan, Tentative Proposals for a Human
Artificial Insemination Act (Saskatoon: LRC, 1981), 2-13; and J. Glover, Ethics of
New Reproductive Technologies (De Kalb: Northern Illinois University Press, 1989),
51.

19. There is some overlap among these seven principles. For example, the principle
of the appropriate use of resources is often connected to the principle of
accountability. Similarly, the promotion of autonomy is often seen as requiring
equal access to NRTs. It may be possible to combine these related principles,
although perhaps at the price of losing sight of important issues. Conversely, it
may be possible to divide some of these principles into even finer-grained categories.
For example, while most people agree that the requirement of informed consent
flows from the principle of autonomy, some feel it is sufficiently important to be
considered a separate (albeit derivative) principle. It is partly a matter of judgment
when it is appropriate to either combine or disaggregate principles. However, the
seven principles seem to capture important and relatively distinct ethical ideals.

20. The main exception is the rejection of the principle of non-commercialization
of reproduction by Australia’s National Bioethics Consultative Committee in its
recent reports on surrogacy. According to the NBCC, the distinction between
“commercial” and “altruistic” surrogacy is “very confused,” since the exchange of
money does not preclude the existence of an altruistic motive, and the absence of
money does not preclude the existence of some other form of inducement or
pressure. See Surrogacy: Report 1 (Canberra: NBCC, 1990), 9-10.

The principle of non-commercialization is also rejected by the Ontario Law
Reform Commission. It argues that various forms of natural reproduction depend
on the existence of a commercial exchange (e.g., paying doctors to repair tubal
damage). See Report on Human Artificial Reproduction and Related Matters, 171.

21. However, this trend is not unanimous. See Clouser and Gert, “Critique,” for a
critique of this tendency toward “principlism.”

22. For arepresentative sample, see R.T. Francoeur, Biomedical Ethics: A Guide to
Deciston-Making (New York: John Wiley and Sons, 1983); T.L. Beauchamp and
J.F. Childress, Principles of Biomedical Ethics, 3d ed. (New York: Oxford University
Press, 1989); T.A. Mappes and J.S. Zembaty, Biomedical Ethics, 3d ed. (New York:
McGraw-Hill, 1991); and J.E. Thomas and W. Waluchow, Well and Good: Case
Studies n Biomedical Ethics, rev. ed. (Peterborough: Broadview Press, 1990).

23. United Nations, International Covenant on Civil and Political Rights (General
Assembly Resolution 2200A (XXI), 16 December 1966). See the discussion in the
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Queensland Report, which appeals to various international covenants to support a
similar list of principles: Special Committee Appointed to Enquire into the Laws
Relating to Artificial Insemination, In Vitro Fertilization 'and Other Related Matters,
Report (Brisbane: The Committee, 1984), 40-63.

24. It is worth noting that this disagreement about the moral status of the embryo
and fetus arises within each of the six ethical theories. That is, proponents of the
same ethical theory can disagree about the moral status of the embryo, and
proponents of different ethical theories can agree on the status of the embryo. Ifwe
re-examine the six theories discussed earlier, we note that many of them employ
phrases such as “respect for persons.” Thus, each theory requires some account
of “personhood”; that is, each framework needs some account of when (and why)
human life has the status of personhood and what form of respect is owed to
human life that does not have that status. However, there are many such accounts,
and one can combine different accounts of personhood (and of due concern for
non-persons) with different ethical theories.

It is sometimes said that utilitarians are committed to the view that the fetus
only acquires moral status at birth, whereas deontologists and proponents of
natural law are committed to the view that the embryo acquires status at its
conception. This is inaccurate. Many utilitarians argue that the embryo acquires
moral status when it is capable of feeling pain and pleasure, and some have even
argued that potential embryos prior to conception have moral status, since they
would, if conceived and born, contribute to the overall good.

Conversely, the natural law tradition gives various answers to the moral status
of the embryo. The current position of the Catholic Church is that the embryo
acquires personhood upon conception, or, at least, that we cannot rule out that
possibility. However, other proponents of natural law, including the Catholic
Church prior to 1859, have argued that the embryo/fetus is presumed not to have
become a person until later (e.g., after quickening). Some recent Catholic ethicists
have considered the possibility that implantation should be taken as the attainment
of personhood, since this is when genetic identity is definitively established.

The British inquiry that adopted the natural law perspective disagreed on the
moral status of the embryo. Some members felt that the embryo bears the image
of God from conception; other members thought that the embryo/fetus only
becomes a human being when it comes to possess the essential human capacities
for reason and morality, and that these capacities “cannot take form in an
embryonic body which has not yet reached the appropriate stage of differentiation
and development” (Personal Origins, 30). A similar range of views about the
definition of personhood can be found among proponents of contractarianism or the
ethic of care.

Given that there is no unique connection between ethical theories and theories
of personhood, adopting an ethical theory would not resolve the debate over the
moral status of the embryo/fetus.

25. According to M. Benjamin, factual dizagreements often become perceived as
moral disagreements: “Many disagreements do not, despite an initial appearance to
the contrary, turn on conflicts of moral values ... As research in negotiation has
revealed, to formulate these disagreements or to allow them to remain formulated
as if they are so rooted [in conflicting moral principles] is to place gratuitous
obstacles in the way of arriving at mutually satisfying accommodation” (Splitting the
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Difference: Compromise and Integrity in Ethics and Politics (Lawrence: University
Press of Kansas, 1990), 16).

26. On the importance of different assumptions about the burden of proof and
different expectations about the impact of technology on society, see
M.J. Charlesworth, Life, Death, Genes and Ethics: Biotechnology and Bioethics
(Crows Nest, NSW: Australian Broadcasting Corporation, 1989), 24-33; and British
Columbia, Royal Commission on Family and Children’s Law, Ninth Report: Artificial
Insemination (Vancouver: The Commission, 1975), 7.

27. For the dependence of slippery-slope arguments on shared values, see D. Lamb,
Down the Slippery Slope: Arguing in Applied Ethics (London: Croom Helm, 1988), 5.

28. For example, people may disagree about whether a law criminalizing the
non-medical provision of artificial insemination by donor or non-commercial
surrogacy arrangements is in principle acceptable. However, they may agree that
it is in practice unworkable, given the legal reality that such laws might be
unenforceable and counter-productive. Other disputes over principles may be
rendered otiose by existing economic or social constraints. In these cases,
differences in principle may not need to be resolved in order to deliberate about the
practical recommendations, once we take into account social, legal, and economic
constraints. For a discussion of the various moral and non-moral constraints on
public policy regarding NRTs, see T.H. Murray, “So Maybe It's Wrong: Should We
Do Anything About It? Ethics and Social Policy,” in Ethical Issues at the Outset of
Life, ed. W.B. Weill and M. Benjamin (Boston: Blackwell, 1987).

29. Warnock, quoted in M. Lockwood, “Warnock Versus Powell,” Bioethics 2 (1988),
188.

30. I discuss the limitations of previous inquiries, and elaborate on the guiding
principles approach, in W. Kymlicka, “Moral Philosophy and Public Policy: The Case
of NRTs,” Bioethics 7 (1993): 1-26.
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Assisted Reproductive Technologies:
Informed Choice

Francoise Baylis

¢

Executive Summary

Based on the principle of respect for persons, health care
practitioners are morally obliged, says the author of these papers, to give
autonomous patients and research subjects adequate information so
that they can make informed choices about participating in a medical
intervention. In the context of assisted reproductive technologies (ARTSs),
she outlines the methodology and the requirements to meet this
obligation. The objective, she says, is “for infertile couples to retain
control over their participation in therapy or research, and for them to
make choices in accordance with their objectives and values.”

After a general overview to establish the framework of the
discussion, the author goes on to discuss informed choice in the context
of five ARTs — (n vitro fertilization and embryo transfer, preconception
agreements, oocyte donation for clinical purposes, embryo freezing for
subsequent transfer, and preimplantation genetic diagnosis.

She itemizes ten categories of information that should minimally
be made available to the patient or subject. These include his or her
current medical status; the nature and objectives of the proposed
intervention, alternative interventions, and adjunct interventions; the
nature and probability of known and possible consequences; the

This paper was completed for the Royal Commission on New Reproductive Technologies in
March 1992.
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qualifications of the team members; the costs involved; and any other
information that may help him/her to make an informed choice. In
addition, there should be statements that s/he may ask questions now
and later; that s/he may refuse to participate without jeopardizing
access to health care; and that consent and refusal are revocable.

Drawing on current research, the author describes each procedure
and its potential harms, benefits, and inconveniences (from a social,
psychological, emotional, and practical as well as a medical and surgical
perspective); the choices open to participants at various stages; and its
success rate. In many cases she also describes the situation as it
applies to specific clinics, such as what information they routinely give
to participants; the costs of specific interventions; and the legal
background.

Part 1. Assisted Reproductive Technologies:
Informed Choice

This paper, the first of six contained in this publication, provides a
general overview of the requirements of informed choice with respect to
assisted reproductive technologies (ARTs). In particular, this overview
details the framework for subsequent papers on informed choice and (i) in
vitro fertilization and embryo transfer (IVF-ET); (i) preconception
agreements; (iii) oocyte donation for clinical purposes; (iv) embryo freezing
for subsequent transfer; and (v) preimplantation genetic diagnosis.

The key elements of a morally valid choice' (consent or refusal) are
intentionality, understanding, and voluntariness.> A morally valid choice
is an intentional choice by a competent person — a choice “willed in
accordance with a plan.”® Second, it is a choice made with some
understanding of the nature and foreseeable consequences of alternative
courses of action or inaction. Third, a morally valid choice is a choice that
is not subject to controlling influences such as “force, fraud, deceit, duress,
over-reaching, or other ulterior form of constraint or coercion.”™

In this paper, intentionality is not discussed. It is simply held that
ARTs should be available only to those with the capacity to make
intentional choices about whether to authorize or to refuse a non-coital
method of reproduction and/or associated intervention(s). Understanding,
the second element of a morally valid choice, though not discussed per se,
is the focus of this and subsequent papers, each of which critically
addresses issues concerning appropriate disclosure.® Voluntariness, the
third element of a morally valid choice, is discussed briefly at the end of
this first paper and is sometimes referred to in subsequent papers when
non-disclosure or false disclosure potentially undermines voluntariness.

The focus of this and subsequent papers having been specified, it
must be noted at the outset that these papers are purposely limited in at
least two ways. First, informed choice is discussed only with reference to
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heterosexual couples who are in a stable ongoing relationship.® This is not
to suggest that homosexual couples or single persons should be denied
access to ARTs.” It is simply that the possible impact of different social
arrangements on the decision-making process is beyond the scope of this
and subsequent papers,® except as concerns oocyte donation for clinical
purposes and preconception agreements.

The second constraint on the discussion of informed choice is the
presumption that both partners should actively participate in the
decision-making process. With many of the ARTSs, there are serious known
and potential harms for women. Their free and informed choice regarding
the use of these technologies is therefore of the utmost concern.
Nevertheless, it is important to remember that infertility is often a couple’s
problem, and although some of the proposed interventions do not present
a risk of physical harm for men, they may present a risk of psychological
or other harm. For this reason, it is deemed that the consent or refusal of
both partners is required as regards the general nature and objective(s) of
the intervention, in addition to which there must be independent consents
or refusals from each partner for the specific harms that s/he may be
exposed to.

Effective Communication and Disclosure

The principle of respect for persons stipulates that persons may not
be used solely as means to ends, but must be respected as ends in
themselves. This principle requires that we treat individuals capable of
self-determination as autonomous agents. For this reason, health care
practitioners and researchers are required (morally obliged) to inform
autonomous patients and subjects about available options and their
anticipated consequences so as give them a fair opportunity to make an
informed choice.

Informed decision making for both research and therapy is a process
that generally begins with disclosure of relevant information and
culminates with a choice to authorize or to refuse a particular intervention.
In the interim, the prospective research subject or the patient presumably
tries to understand and assess the information disclosed, then weighs the
consequences associated with each option so as to make a choice that is
consistent with his/her life goals, objectives, values, beliefs, or other
factors.

If a decision is made to authorize a particular intervention, a consent
form (preferably one that summarizes in point form the relevant matters
discussed)® is signed.'® Ideally, this signed form attests to the fact that a
process of the kind just described — a process that acknowledges the
personalities, values, beliefs, abilities, and interests of patients and
subjects, and promotes their active participation in decision making — has
taken place. Too often, however, the consent form seems to be a substitute
for continuing open communication, and the disclosure process is reduced
to “a mechanical recitation of procedures, interventions and risks.”"!
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To avoid this, infertility clinics typically use several means of
communication in concert to relay relevant information in written, oral,
audiovisual, and experiential form.'> There are information sheets,
brochures, and kits regarding specific ARTs; there are group information
sessions with presentations by various members of the team; there are
assessment appointments and counselling sessions that allow for private
conversations with physicians, researchers, nurses, counsellors, and
others; and, in some instances, there are even opportunities for “trial runs.”
For example, during the physical examination, a vaginal ultrasound can be
performed to get a baseline monitoring of the woman’s pelvis and to
familiarize the woman with this technology (see Appendix).

Effective communication, however, requires more than well-
orchestrated disclosure strategies. If the objective is for infertile couples to
retain control over their participation in therapy or research, and for them
to make choices in accordance with their objectives and values, then of
equal importance is the ability of staff members to interact effectively with
prospective candidates. The secretaries who are the initial contact persons,
the “infertility nurses,” the lab technicians, the physicians, researchers,
and counsellors are all responsible to varying degrees for giving couples
information, support, and understanding in order for them to make choices
compatible with their wishes:

The effective communicator uses vocabulary that the patient [or subject]
can comprehend; speaks in gentle direct tones at about the same rate of
speech used by the patient [or subject]; breathes deeply and calmly;
stands or sits straight and relaxed; and is accessible to eye contact by
the patient [or subject] ... [In addition, s/he] must have positive regard
for the patient [or subject] and say what is honest and appropriate to the
circumstances.'?

Methodology aside, at least ten discrete items of information should be
disclosed in order for patients or prospective research subjects to make
informed choices about whether to authorlze or to refuse the interventions
required for one or more of the ARTs:**

1. a description of the patient’s or subject’s current medical status
(i.e., diagnosis and prognosis);

2. information about the nature and objective(s) of the proposed
intervention, along with similar information about available
alternatives and adjunct interventions;

3. information about the nature and probability of the known and
possible consequences (i.e., benefits, harms, and inconveniences)
of the various options (i.e., the proposed intervention, alternative

interventions, and the option of no intervention);'®

4. information about the qualifications and experience of the various
team members;
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5. information about the costs involved;

6. additional information that may assist a prospective patient or
subject to make an informed choice;

7. a statement that the subject or patient may ask questions now
and later;

8. a statement that confidentiality will be respected;

9. a statement that the patient or subject may refuse to participate
without jeopardizing access to health care; and

10. astatement that consent and refusal are revocable. In principle,
the patient or subject may withdraw his/her consent or overturn
his/her previous refusal without jeopardizing access to health
care.

Each of these aspects of disclosure is considered in turn.

1. A description of the patient’s or subject’s current medical status
(i.e., diagnosis and prognosis)

The communication process should not begin with the assumption
that patients or subjects understand their current medical status.
Although many couples who consider using ARTs have a history of
infertility problems and probably have already spoken with a number of
physicians, nurses, and counsellors, they may not understand their
medical situation. Some couples will be well informed, but others will know
only that they have been unable to conceive. Meanwhile, each couple faces
a particular set of circumstances: there are different causes of infertility,
one or both partners may be infertile, the couple may be at risk for a
particular genetic disorder, and so on. Such factors influence (if not
determine) the suitability of a particular intervention (whether therapy or
research). For this reason, a review of the diagnosis and prognosis should
be undertaken with couples seeking to avail themselves of ARTS.

2. Information about the nature and objective(s) of the proposed
intervention, along with similar information about available
alternatives and adjunct interventions

Nature

Typically, information given to patients and subjects about the nature
of a proposed intervention and available alternatives is limited to
descriptions of the different stages of the various interventions and the
means necessary to achieve each of these stages. For example, IVF-ET is
usually described as a five-step process that involves controlled ovarian
hyperstimulation, oocyte retrieval, semen collection, IVF, and embryo
transfer. By comparison, gamete intra-fallopian transfer (GIFT) is described
as a four-step process that includes controlled ovarian hyperstimulation,
oocyte retrieval, semen collection, and gamete transfer to the fallopian
tube(s).
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In explaining controlled ovarian hyperstimulation, the drugs that are
used to stimulate follicular growth, suppress ovarian function, and induce
ovulation are identified. In describing oocyte retrieval, the use of
transvaginal follicular aspiration or laparoscopy is explained. With semen
collection, the topic for discussion is masturbation and the need to abstain
from ejaculation two to three days before producing a semen sample.

Much more information, however, is required for an adequate
understanding of the nature of a particular ART. For example, couples
should be aware of the impact an ART cycle is likely to have on daily living.
The social, psychological, and practical aspects of the intervention are as
important as the medical aspects. Moreover, couples should understand
that ARTSs are elective, not necessary interventions. Finally, couples should
appreciate that not all available ARTs are “therapy.” The last of these
points merits further comment.

In this and subsequent papers, infertile couples interested in availing
themselves of ARTs are described either as patients or subjects. The
reason for this is that although some ARTSs are therapy, some are clearly
research and some are non-validated practice.'® This is owing to differences
in objectives, target populations, safety and efficacy, and professional
consensus.!” Knowing whether a particular ART is clinical practice, clinical
research, or non-validated practice is relevant to one’s understanding of the
nature of the intervention.

The objective of clinical research is to develop or contribute to
generalizable knowledge. Research may eventually benefit a particular
patient or a class of patients, but this is not the primary objective. By
comparison, the objective of a non-validated practice is to benefit an
individual patient using a new or different device, drug, or procedure, and
the objective of clinical practice is to benefit an individual patient using an
established therapy.

As such, the target population for research is a group of (1) subjects
with a specific disease or disorder; (2) subjects who are at risk for a specific
disease or disorder; (3) subjects with a “related” disease or disorder; and
(4) subjects who are healthy volunteers. By comparison, non-validated
practice and clinical practice are provided exclusively to individual patients
with, or at risk for, a specific disease or disorder.

These similarities between clinical practice and non-validated practice
aside, in other respects non-validated practice more closely resembles
research than therapy. Consider, for example, the issue of safety and
efficacy. With clinical practice, there is strong evidence regarding safety
and efficacy based on prior laboratory, animal, and human research. With
clinical research and non-validated practice, however, there is no (or
limited) evidence regarding safety and efficacy.'® Also, with clinical practice
there is a “professional consensus” as to the therapeutic merits of the
treatment. With clinical research, on the other hand, there is honest pro-
fessional disagreement about the relative therapeutic merits of alternative
interventions. The aim of the research is to resolve this dispute.
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Somewhat similarly, with non-validated practice there is honest belief on
the part of some members of the profession about the therapeutic merits
of the new drug, device, or procedure. In time, this may give rise to honest
professional disagreement.

In sum, non-validated practices are distinct from therapy, owing to the
absence of reliable data about safety and efficacy and the lack of
professional consensus regarding the therapeutic merits of the intervention.
Non-validated practices are also distinct from research, in that typically
they are not structured as scientifically and ethically sound research
projects.

This being said, where do ARTs fit along the research-therapy
continuum? Some ARTSs used in particular circumstances are probably
best described as clinical practice: their objective is to benefit infertile
couples; there is reasonable evidence of safety and efficacy; and there is
some measure of professional consensus as regards their therapeutic
merits.

Other ARTs are clinical research. Their primary objective is to
generate and validate new knowledge; the target population is infertile and
fertile individuals as well as gametes and embryos; evidence of safety and
efficacy is lacking; and there is no professional consensus as regards the
therapeutic merits of the intervention.

Finally, some ARTSs can properly be described only as non-validated
practice. Their objective is to benefit infertile couples; there is no (or
limited) evidence of safety and efficacy; but there is honest belief, on the
part of some members of the profession, regarding the therapeutic merits
of the proposed intervention.

Infertile couples interested in ARTs must be apprised of the “status”
of each available intervention. Is it clinical practice, clinical research, or
non-validated practice? In particular, couples need to understand that
although a specific intervention may be intended as “therapeutic,” it does
not follow that the intervention is “therapy.” For example, knowledge about
safety and efficacy, as well as professional consensus concerning the
therapeutic merits of the intervention, may be lacking — both of which are
characteristic traits of therapy.

Objective(s)

In addition to understanding the nature of an intervention, couples
must also understand its objective(s). At present, it is widely assumed that
the objective of all ARTs is to help women get pregnant, or more generally
to help couples have one or more of “their own” children. For this reason,
the success or failure of infertility programs is typically measured by
pregnancy and take-home-baby rates.

This narrow objective may be appropriate for specific medical
interventions, but it is not appropriate for infertility programs. The
objective of a good program should be to help infertile couples move beyond
their present state of infertility into parenthood or into a way of life where
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the couple has ‘come to terms with not having biological children. This
broader objective should be the ultimate goal of an infertility program, and
infertile couples should be invited to share this goal.

Another legitimate objective for infertility programs is to ensure that
infertile couples have a positive and helpful medical encounter whether or
not pregnancy and a child result. A positive encounter is one in which the
couple retains control over the decision-making process, is treated with
respect by staff members, and is given adequate emotional and moral
support. On this point it is appropriate to quote the British Columbia IVF
Program:

As a program, we do not see a successful outcome after one of the new

reproductive technologies as being measured only in terms of pregnancy

. A significant number of patients, ... although they do not conceive,

do end up with some degree of resolution of their problem which does

empower them to continue with their lives in a more meaningful way.*

3. Information about the nature and probability of the known and
possible consequences (i.e., benefits, harms, and inconveniences) of
the various options (i.e., the proposed intervention, alternative inter-
ventions, and the option of no intervention)

For prospective patients and subjects to assess whether, for them, the
benefits of a particular ART outweigh the harms, they must be given
relevant information about (1) the extent and likelihood of the anticipated
short- and long-term benefit(s); (2) the seriousness and frequency of the
anticipated short- and long-term harm(s) and inconvenience(s); (3) the
possibility of unanticipated short- and long-term benefit(s), harm(s), and
inconvenience(s); and (4) the precautions that will be taken to avoid the
short- and long-term harm(s) and inconvenience(s), thereby maximizing the
benefit(s).

Second, for prospective patients and subjects to determine whether the
benefit-harm ratio of a particular ART is acceptable to them, as compared
with the benefit-harm ratio of an alternative ART or the option of no
intervention, similar information must be provided about available
alternatives. Third, for prospective patients and subjects to compare the
benefit-harm ratio of a particular intervention at one clinic with the same
intervention at another clinic, they must be given appropriate comparative
data.

In all cases, the disclosed information should be as accurate and as
current as possible. In particular, overly optimistic success rates should
be studiously avoided, and potential harms and inconveniences should be
identified clearly. Moreover, only data relevant to the population group of
which the prospective patient or subject is a member should be presented.
These data should accurately reflect that clinic’s experience, not the
experience of others.

To elaborate briefly on these last points, it is widely known that

success rates for a given procedure, particularly as it is being developed
and refined, may vary considerably from center to center, and even
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within the same center from month to month. Such differences may
result from subtle variations in the technique of performing the
procedure, differences in patient [or subject] populations, the degree of
training of physicians or laboratory personnel, and the number of
patients [or subjects] being treated [or involved in research].?

Couples are asked to weigh a certain chance of benefit against a
certain chance of harm and inconvenience. The benefits, harms, and
inconveniences to which they will be exposed, if they choose to proceed, are
those of the clinic they will be attending for the population group of which
they are members. Thus, it is imperative that prospective patients and
subjects be given the most recent data from the clinic they are considering
attending as it pertains to the population group of which they are members.

The only legitimate exception to the general rule about providing local
data are new clinics that have no data of their own to cite. In these
instances, data from the clinic(s) where the team members trained may be
relevant. When the information disclosed is not specific to the clinic, this -
must be stated clearly so that couples know the data provided do not reflect
the clinic’s experience and are presented only for illustrative purposes.

Finally, data from other clinics generally should be provided in
addition to (not instead of) local data. This is important so that couples
may compare the probabilities of benefit, harm, and inconvenience for
different clinics. Some couples may be willing to trade off a lower success
rate for proximity, shorter waiting lists, or other considerations, whereas
other couples may not.

In subsequent papers, due to space limitations, only the potential
benefits, harms, and inconveniences of the proposed intervention are
discussed in detail.

4. Information about the qualifications and experience of team
members

It is uncommon for physicians and researchers to present prospective
patients and subjects with their credentials and a summary of relevant
work experience. The assumption is that physicians and clinical research-
ers have met the standards of the profession and are duly licensed to
practise medicine and engage in research. This aspect of adequate
disclosure is of particular importance with ARTs, however, because many
of these interventions are novel, and their success rates depend a great deal
on the experience and expertise of team members. ART candidates need to
know this and, accordingly, need to know the qualifications and experience
of team members.?’

In addition, expertise may vary tremendously with different ARTs. For
example, a clinic may have much expertise with IVF-ET but very limited
expertise with embryo freezing. When this is the case, such discrepancies
must be disclosed. To do otherwise would be to seriously undermine the
validity of any consent or refusal obtained.
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5. Information about the costs involved

The Canadian health care system is administered by the provinces
because health is a provincial responsibility under the constitution. The
Constitution Act, 1867 section 92, subsection 7, gives the provinces
responsibility for

the Establishment, Maintenance, and Management of Hospitals,

Asylums, Charities, and Eleemosynary Institutions in and for the
Province, other than Marine Hospitals.

The federal government, however, has an active role in health care
because it provides funding for hospital and physician services as well as
surgical-dental services performed in hospitals. The criteria for reimburse-
ment outlined in the Canada Health Act (1984)* are public administration,
comprehensiveness, universality, portability, and accessibility.

Although coverage for hospital and medical care is supposed to be
universal, the only province that pays the full cost of an ART cycle
(excluding drugs) is Ontario, provided the “service” is hospital-based. In all
other provinces and at IVF Canada (a private clinic in Ontario), the cost of
physician-related procedures, laboratory work, and required hospital stays
must be borne by the couples. This fact must be disclosed to prospective
participants.

In addition to the actual costs for the intervention(s), there is also the
cost of drugs, time missed from work, and, if the clinic is not nearby, travel,
food, and accommodation. These costs apply to all ART candidates,
including Ontario residents, and must be clearly explained.

6. Additional information that may assist the specific patient or
subject to make an informed choice

For research in Canada, the standard for disclosure was established
in Halushka v. University of Saskatchewan.?® The prospective research
subject is to be informed of all foreseeable potential consequences. For
therapy, the relevant legal cases are Hopp v. Lepp** and Reibl v. Hughes.*®
In Hopp v. Lepp, the court stipulated that the physician must disclose the
nature of the procedure, the gravity of the procedure and any material
risks. Furthermore, the physician must answer all questions asked by the
patient. In Reibl v. Hughes, the court explicitly introduced the “reasonable
patient” standard. The physician must disclose any information that
“would reasonably be expected to affect the patient’s decision,” and the test
for adequate disclosure is whether a reasonable patient in similar circum-
stances would have consented to treatment if undisclosed risks had been
disclosed.

With these cases the court established that what is relevant to
adequate disclosure is what a reasonable volunteer subject or patient in
similar circumstances would need to know in order to make an informed
choice. What a reasonable researcher or physician in similar circum-
stances would disclose is all but irrelevant. This requirement to attend to
the specific needs of the patient or subject clearly speaks to the importance
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of providing all prospective ART candidates with as much additional infor-
mation as possible to assist them with the decision-making process.

As a general rule, any information that may elicit a refusal must be
disclosed.

7. Astatement that the subject or patient may ask questions now and
later

In Hopp v. Lepp, the court explicitly discussed the importance of
answering questions asked by the patient. Assuredly, patients and
subjects must be given ample opportunity to ask questions about issues of
particular importance to them. Physicians, researchers, and other team
members, for their part, must make every effort to encourage prospective
candidates to ask questions, particularly in areas where problems with
disclosure are common (namely, potential harms associated with drugs,
limited pregnancy and take-home-baby rates, and failure to distinguish
between therapeutic and research procedures). Members of the health care
or the research team should also ensure that their answers to direct
questions satisfy patients’ or subjects’ need for information.

The purpose of disclosure is to empower patients and subjects to make
informed choices consistent with their values and wishes. This objective
can be achieved only in a supportive and interactive environment in which
patients and subjects are free to ask questions as they arise (i.e., both
before and after a choice has been made to proceed or not to proceed with
an ART). To be precise, consent should not end the dialogue, and refusal,
at the couple’s discretion, need not end the dialogue.

8. A statement that confidentiality will be respected

Infertile couples need to be reassured that personal medical
information will not be disclosed without their permission. This promise
of confidentiality must be explicitly qualified, however, given that personal
medical information may be used in ways that go beyond the more
traditional doctor-patient relationship.

For example, the common practice of team medicine requires the
disclosure of personal medical information to members of the health care
team. In addition, there may be chart reviews for medical education,
quality assurance, and possibly research. Also, because ARTs are novel
interventions, there is a need (if not an obligation) to publish clinical and
research findings to make them available to a wider community. Thus,
couples need to know that several persons may have access to their
records. They should be assured, however, that personal medical
information will not be disclosed indiscriminately and that their names and
other identifying information will remain confidential. A blanket promise
of confidentiality creates false expectations and should be avoided.

Maintaining confidentiality within the limits described above is not
usually a problem. Conflicts may arise, however, in various instances
when, for example: (1) an HIV (human immunodeficiency virus) test is
required and a person tests positive, and (2) there is a medical or scientific
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breakthrough with a new ART. In the first instance, care must be taken to
explain to prospective candidates that there is a legal obligation to report
HIV seropositivity or acquired immunodeficiency syndrome (AIDS) to the
appropriate public health authorities.*® In the second instance, care must
be taken to ensure that there are no indiscriminate breaches of
confidentiality for reasons of gratuitous publicity or self-aggrandizement.
A separate but equally important concern has to do with the use of
gametes and embryos from anonymous donors. Current practice in many
clinics is to promise anonymity. In light of current changes regarding
access to information by adoptees, however, this may be a promise that will
become impossible to keep. Children conceived through ARTs may be given
access to records about their genetic heritage, and promises made to
gamete and embryo recipients and donors should be qualified accordingly.?’

9. A statement that the patient or subject may refuse to participate
without jeopardizing access to health care

This and the next point are relevant to concerns about the potential
for coercion. Infertile couples are a vulnerable population who are in a
dependent relationship with those who potentially have the power to help
them overcome their infertility. In the minds of some couples, to refuse an
ART is to risk the perception by health care practitioners that they are
unwilling to go the last mile and are therefore undeserving of medical
attention and effort. In assessing the benefit-harm ratio of authorizing or
refusing to authorize an ART, couples must be able to leave concerns about
jeopardizing access to health care out of the equation.

10. A statement that consent and refusal are revocable. In principle,
the patient or subject may withdraw his/her consent or overturn
his/her previous refusal without jeopardizing access to health care

Couples must be free to consent to or refuse an ART in the belief that
either choice is revocable. From a pragmatic perspective this raises an
interesting point about the possible need to introduce policies to deal with
reversals of refusals. Typically, the withdrawal of consent is easy to deal
with. The couple simply withdraws from the infertility program. The
revocation of a previous refusal, however, signals a willingness to join an
infertility program; of critical importance in this instance are policies
governing change in such decisions. The fact that an initial refusal
followed by a subsequent consent could result in several months or years
of delay (because of waiting lists) may serve as a subtle form of coercion
and is to be avoided.

Freedom from Coercion

Both the proponents and the opponents of ARTs often raise concerns
about the potential coercion and exploitation of women who agree to the
ARTs and of women who donate their ova and embryos for therapeutic or
research purposes. These concerns are both legitimate and serious.
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This being said, it is important to distinguish “the twin harms of
coercion and exploitation — harms that are commonly conflated, but can
usefully be distinguished.”*® Held defines coercion as “the activity of
causing someone to do something against his [or her] will.”*® In general,
coercion

involves the imposition of external control using physical, emotional or

moral force (either in the form of a threat or an offer) in order to achieve

a specific end. With exploitation, on the other hand, there is no

presumption as to how the end is obtained, but some benefit is gained

at the expense, and possibly without the knowing cooperation, of

another.*

This distinction is important. Coercion, by definition, precludes
voluntariness and thus undermines free choice. @ By comparison,
exploitation may occur with or without the voluntary participation of the
person being exploited and thus does not, of necessity, undermine the
decision-making process. Exploitation is not discussed here. Of concern,
however, are the overt, covert, and insidious exercises of power that limit
free choice.

For example, what pressure does society exert by virtue of what it
teaches men and women about infertility? What pressure do health care
professionals exert on infertile couples? And what pressure is there from
spouses, family members, and friends?

At the very least, overt coercive manoeuvres initiated by health care
practitioners can be curtailed with the introduction of clear ethical (and, if
necessary, legal) directives about adequate disclosure, substantial
understanding, and freedom from controlling influences. The introduction
of ethical (and perhaps legal) constraints, however, does not address the
concerns of those who argue that women are not “really free” to choose or
to refuse an ART.

At some level this claim cannot be denied. Women are the product of
their environment and have been socialized in ways that cause them to
hold certain beliefs about the importance of their fertility. This criticism of
ARTSs, however, is in certain respects true of many other areas of decision
making. More generally, we are all, to some degree, constrained by external
circumstances and the influence of others. The critical question is this: at
what point does the constraint or influence undermine free choice?

To insist that women are necessarily incapable of making free and
informed choices about ARTs is to treat women as children. It is
appropriate to be concerned about and to want to change the conditions
under which women are asked to make decisions about their reproductive
health. Legitimate concern does not require the elimination of choice, but
rather the introduction of measures to ensure the opportunity for free and
informed choice.

From a certain feminist perspective, this response may seem to fail to
recognize the fundamental problem of sexual inequality. It naively
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supposes that efforts to promote “adequate disclosure,” “substantial
understanding,” and “freedom from controlling influences” will effectively
reduce (if not eliminate) the coercion of women despite the imbalance of
power between the sexes.

In response, it can only be said that while it is true that ARTs may
lead to the coercion of individual women, they do not inevitably do so. The
potential for coercion (in contrast with the potential for exploitation) very
much depends upon the information provided, the way in which it is
disclosed, and the manner in which the decision to authorize or refuse an
ART is sought. Thus, universal condemnation of ARTs as inherently
coercive seems unfounded, particularly as there are ways and means of
ensuring that appropriate ethical (and perhaps legal) constraints are
introduced and not subverted.

Conclusion

In subsequent papers, the specific requirements of informed choice for
IVF-ET, preconception agreements, oocyte donation for clinical purposes,
embryo freezing for subsequent transfer, and preimplantation genetic
diagnosis are examined critically. Significantly, however, these papers do
not address the ethics of these technologies of assisted reproduction — this
is beyond the scope of the contracted papers. For purposes of discussion,
the working assumption is that the technologies are morally acceptable,
provided they are practised in a morally acceptable way, a sine qua non of
which is that there be informed choice. This being said, many of the points
made with respect to adequate disclosure may reflect a certain bias.

Notes

1. For many, “informed choice” translates to “informed consent.” This is not
surprising given the nature of the relationship between health care practitioners
and patients, and between researchers and prospective research subjects. The
practitioner or researcher is asking the patient or prospective research subject to
empower him/her to act in a specified, agreed-upon manner in relation to the
other’s person. To focus on informed consent, however, is to promote the health
care practitioner’s or researcher’s choice. On the other hand, to speak of informed
choice by autonomous decision makers is to legitimize both informed consent and
informed refusal. The objective of the dialogue with the prospective patient or
subject is to elicit a choice (a consent or a refusal).

2. R.R. Faden and T.L. Beauchamp, A History and Theory of Informed Consent
(Oxford: Oxford University Press, 1986).

3. Ibid., 243.

4. Nuremberg Code (1948), in J. Katz, Experimentation with Human Betngs (New
York: Russell Sage Foundation, 1972), 205.
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5. An important debate that is not explored in this and subsequent papers is
whether those who are responsible for disclosure are also responsible for
determining whether there is sufficient understanding on the part of prospective
candidates in order for them to make informed choices. Of critical importance in
this regard is what constitutes a reasonable attempt to check for understanding and
how much understanding is sufficient. On this last point, many agree that full
understanding is neither possible nor required. The critical issue is the threshold
beyond which there is sufficient understanding. As Faden and Beauchamp argue
in History and Theory of Informed Consent, no sharp demarcation line can be drawn
on conceptual grounds, but a decision as to where to draw the line is required on
moral and political grounds.

6. Care must be taken in defining “a stable ongoing relationship.” The objective in
using this label instead of simply referring to married or common-law couples is to
avoid some of the complicating issues that might arise with couples who are
married but separated. For example, the claim that both partners must consent to
the nature and objectives of a particular ART would not apply to couples that have
separated.

7. Most professional bodies that have examined the ethical, social, political, and
legal aspects of ARTs recommend that access to ARTs be restricted to heterosexual
married or cohabitant couples. For example, Australia, France, Japan, and
Singapore limit IVF-ET to married couples, whereas Austria, Denmark, Finland, and
the United Kingdom allow cohabitant couples access to IVF-ET. Only the United
States and the United Kingdom permit single women to avail themselves of ARTs.
For more information, see J.G. Schenker and D.A. Frenkel, “Medico-Legal Aspects
of In Vitro Fertilization and Embryo Transfer Practice,” Obstetrical & Gynecological
Survey 42 (1987): 405-13.

8. Presumably most of the concerns relevant to heterosexual couples will be
relevant to homosexual couples. There may be significant differences, however,
between couples and single persons.

9. Some consent forms are extremely succinct and do little more than name the
intervention(s) that is(are) to be authorized and provide some brief general
statement about votential benefits and harms. Other consent forms list the main
points of discussion, describe the known potential short- and long-term benefits,
harms, and alternatives, and provide additional information relevant to an adequate
understanding of the proposed intervention. Clearly this type of consent form is
preferable if the objective is to promote informed choice.

10. A recent trend in business, which has developed in response to increasing
litigation, is to have customers sign either consent or refusal forms. In this way,
there is a record of the fact that a certain offer has been made regardless of whether
the offer is accepted or rejected. Worthy of note in this regard is the fact that
certain health care facilities are now adopting a similar policy in requiring a signed
written record of both consents and refusals.

11. J. Arboleda-Florez, “Reibl v. Hughes: The Consent Issue,” Canadian Journal of
Psychiatry 32 (1987), 67.

12. There are data to suggest that combining oral and written presentations
increases comprehension (T.M. Grundner, “How to Make Consent Forms More
Readable,” IRB: A Review of Human Subjects 3 (August-September 1981): 9-10).
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Since some people are more visual and experiential than others, it seems reasonable
to suppose that including these means of communication along with written and
oral presentations would further enhance comprehension.

13. J.E. Sieber, “Informed Consent as Respectful Communication,” Forum on
Medicine 2 (1979), 485.

14. This section is a modified, expanded, and annotated version of earlier work by
F. Baylis in Canadian Fertility and Andrology Society and Society of Obstetricians
and Gynaecologists of Canada, Combined Ethics Committee, Ethical Considerations
of the New Reproductive Technologies (Toronto: Ribosome Communications, 1990).

15. At issue are two distinct considerations: (1) What are the potential benefits,
harms, and inconveniences (short-term and long-term) of the various options? (2)
What is the probability that any of the potential benefits, harms, and inconveniences
will manifest themselves?

16. In the literature the term non-validated practice is used sparingly. Terms used
more commonly to describe interventions that are (1) not undertaken in the context
of a randomized clinical trial and (2) not widely accepted as therapy (because
reliable information about safety and efficacy is not available) include experimental
therapy, novel therapy, innovative therapy, and innovative practice. Non-validated
practice, however, is a more accurate description of non-research interventions
characterized by clinical equipoise. Other terms are misleading because they
erroneously suggest that the intervention more closely resembles therapy than
research.

17. The discussion that follows is a summary of a presentation by F. Baylis,
“ECMO: Therapy, Research, or Non-Validated Practice,” The Hospital for Sick
Children, Toronto, 10 January 1991.

18. With non-validated practice, if the device, drug, or procedure is new, there is
likely to be no (or limited) evidence about safety and efficacy. On the other hand,
if the device, drug, or procedure has been tested and approved for use in a different
population, or for a different purpose, there may be good evidence about safety but
still no (or limited) evidence about efficacy.

19. Personal communication, Christo Zouves, Medical Coordinator, British
Columbia In Vitro Fertilization Program (letter April 2, 1991).

20. Canadian Fertility and Andrology Society et al., Ethical Considerations of the
New Reproductive Technologtes, 3.

21. A summary of the minimum personnel requirements is provided by the
American Fertility Society, “Revised Minimum Standards for In Vitro Fertilization,
Gamete Intrafallopian Transfer, and Related Procedures,” Fertility and Stertlity 53
(1990): 225-26.

22. This Act (R.S.C. 1985, c. C-6) replaced the Hospital Insurance and Diagnostic
Services Act (R.S.C. 1970, c. H-9) and the Medical Care Act (R.S.C. 1970, c. M-8).

23. Halushka v. University of Saskatchewan et al. (1966), 53 D.L.R. (2d) 436-46
(Sask. C.A).

24. Hopp v. Lepp, [1980] 2 S.C.R. 192-212.
25. Retbl v. Hughes, [1980] 2 S.C.R. 880-929.
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26. In all Canadian provinces and both territories AIDS is a reportable
communicable disease; not all provinces or territories, however, require the
reporting of ARC (AIDS-related complex) or HIV seropositivity. See D.G. Casswell,
“Disclosure by a Physician of AIDS-Related Patient Information: An Ethical and
Legal Dilemma,” Canadian Bar Review 68 (1989), 256.

27. This issue will be addressed in the paper on oocyte donation for clinical
purposes.

28. F.E. Baylis, “The Ethics of Ex Utero Research on Spare IVF’ Human Embryos,”
Ph.D. dissertation, University of Western Ontario, 1989, 103-104.

29. V. Held, “Coercion and Coercive Offers,” in Coercion, Nomos Vol. 14, ed. J.R.
Pennock and J.W. Chapman (Chicago: Aldine, Atherton, 1972), 50-51.

30. Baylis, “The Ethics of Ex Utero Research on Spare TVF’ Human Embryos,” 104.

Appendix. Effective Communication'

Initial Contact

The secretary who answers the first telephone call from an emotionally
fragile couple anxiously seeking out their last chance for a biological
pregnancy is an important member of the team. The infertility secretary
must be well oriented and well trained. S/he must understand not only
infertility but also available treatments and procedures. To be sure, the
secretary is not responsible for disseminating medical information. S/he
must have a basic understanding of ARTs, however, if s/he is to appreciate
a couple’s concerns and be able to relay these concerns without delay to
appropriate medical personnel.

If a couple has specific concerns, it is common for a nurse, rather than
a physician, to respond. The role of the infertility nurse is more
independent than many other nursing positions. The nurse must
thoroughly understand the importance of the team approach and be able
to provide clear, consistent and accurate information. Unlike many
compliance-oriented medical situations, infertility treatment and research
requires the interactive participation of staff and infertile couples.

Information Booklet

Because of the complexity of most ARTS, it is essential that couples
receive written information about ARTs before their initial visit. Surprises
on an initial visit not only increase stress levels, but they take away from
the couple’s much-needed sense of control.

The information booklet should provide a comprehensive summary of
the available options, a detailed description of the medications used, and
an honest discussion of the anticipated benefits and harms. In particular,
program statistics and drug costs must be clear.
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The information booklet should be written below the 7th or 8th grade
reading level. “The reading level can be reduced by: (1) using shorter and
simpler sentences, (2) improving organization of the information, (3) using
more familiar terminology, and (4) defining technical terms in layman’s
language.”™ This last point is particularly important because if “confusion
regarding terminology exists, meaningful communication may be blocked.”
Also, for couples who choose to proceed with one of the ARTS, it is worth
remembering that the women will be awake (sometimes lightly sedated) for
many of the procedures and will overhear a number of medical terms. For
them to feel part of the team they need to understand the terms being
discussed among team members. Commonly used terms such as follicle,
oocyte, estradiol, LH, and LH surge should be explained in the information
booklet.

Group Information Session

A group information session is an important part of the introductory
process and should be available to all couples who have upcoming
appointments. These sessions should be held in the evening to accommo-
date couples who work during the day.

Representatives from each area of the medical team should participate
in these meetings (laboratory, psychology, nursing, medicine, social work)
to answer questions and address concerns in their area of expertise. At
this meeting, couples should be encouraged to comment and ask questions.

Among the issues that should be discussed at the group information
session are semen collection and analysis, ovarian hyperstimulation and
the associated risks, insemination, fertilization, embryo transfer, and the
possibility that not all eggs will fertilize and that not all embryos will be
transferred. Also, adjunct interventions available at the particular clinic,
such as embryo freezing, oocyte donation, and embryo research, should be
described. In addition, practical issues should be disclosed that may help
the couples fully appreciate the nature of their commitment if they choose
to proceed. This includes information about inability to work during an
active treatment cycle, accommodation options, insurance coverage for
drugs, and so on.

Assessment Day

The objective of this appointment is to provide the couple with more
specific information about the program and the ART they are considering,
in order for them to determine whether they wish to proceed with an ART
cycle. At the outset, the couple should understand that the appointment
is not for the staff to decide whether they are eligible for an ART. (Usually
this is done with the prescreening of the original referral.) Rather, the
planned series of meetings is for the couple to decide whether to
participate. The appointment should include the following stages: a
videotape presentation, nurse interview, mental health (or social work)
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interview, physician interview and physical, and meeting with the program
coordinator to sign consent forms.

(a) Videotape

A taped overview of the program — including procedures, medications,
risks, and expectations — provides the couple with a consistent
introduction to the program (the tape is especially useful for couples who
are unable to attend the group information session). In addition to
information about the program, the video presentation can be used to
provide the couple with an overview of the rest of the assessment day.

(b) Nurse Interview

This interview allows the couple to raise private concerns, update their
medical history (which should have been completed and forwarded to the
office before the assessment day), and begin to develop a relationship with
the infertility nurse. The infertility nurse is a key member of the team. In
many ways, s/he may be regarded as the manager of the ART cycle for
those couples who decide to proceed.

(c) Mental Health (Social Work) Interview

In some programs, couples respond to psychological questionnaires
prior to their assessment day visit, and this appointment is used to explain
the test results. In other cases, the mental health professional (social
worker) takes a history and addresses present concerns such as semen
collection and fear of injections. In either case, this visit serves as a
reference point for couples who proceed through the program. Occasionally
relaxation therapy is recommended at this time and follow-up appointments
are arranged.

(d) Physician Interview and Physical Examination

The physician meets the couple in the treatment room so that the
couple has an opportunity to see the room in which they will be spending
a great deal of time if they choose to proceed with an ART. At this time a
routine physical is performed, specific concerns are addressed, and the
procedure of “measuring the uterus” takes place. This procedure serves as
a mock transfer for the woman, potentially allaying any fears she may have.
It also provides the physician and laboratory personnel with information
they need for possible transfers. As well, a vaginal ultrasound may be
performed to familiarize the woman with this technology and to give the
physician a baseline monitoring of the woman'’s pelvis.

During this interview, the physician should repeatedly offer to answer
any additional questions and as necessary s/he should reinforce the
potential harms. Since the advice of a physician typically overshadows that
of other members of the team (at least from a patient or subject point of
view), open communication between the physician and team members is
crucial so that couples receive accurate and consistent information.



66 New Reproductive Technologies: Ethical Aspects

(e) Program Coordinator

The assessment day ends with a visit to the program coordinator.
During this meeting the couple is asked whether they want to proceed with
an ART. The consent form is read out loud and the couple is encouraged
to interject at any point if they have questions or require further
clarification. Only those couples who believe they have a reasonably
adequate understanding of the relevant facts and who wish to proceed are
asked to sign the consent forms.

Notes

1. Summary prepared by Heather Erskine (former Program Coordinator of the
Infertility Program at University Hospital in London, Ontario) and edited by
Francoise Baylis.

2. D.R. Young, D.T. Hooker, and F.E. Freeberg, “Informed Consent Documents:
Increasing Comprehension by Reducing Reading Level,” IRB: A Review of Human
Subjects 12 (May-June 1990), 5.

3. J.A. Erskine, M. Leenders, and L. Mauffette-Leenders, Teaching with Cases
(Waterloo: Davis and Henderson, 1981), 10.

Part 2. In Vitro Fertilization and Embryo Transfer:
Informed Choice

Much of the focus on assisted reproductive technologies (ARTS) is on
the scientific, economic, political, and ethical aspects of in vitro fertilization
and embryo transfer (IVF-ET)." This is not surprising given that this
technology — by means of which conception occurs outside of the body —
is integral to many other infertility interventions including oocyte donation,
embryo freezing, preimplantation genetic diagnosis, and embryo research.

This paper provides a summary account of some of the more important
aspects of disclosure relevant to this technology. The underlying
assumption is that such disclosure is essential in order for prospective
participants to make an informed choice.

1. A description of the infertile couple’s current medical status
IVF-ET was initially developed to circumvent tubal factor infertility,
and at least one centre in Canada still limits IVF-ET to
patients who have disease of the fallopian tubes which might include:

(a) failed tubal surgery; (b) surgical repair with less than 10 percent
chance of pregnancy; and (c) absent fallopian tubes.?

At most Canadian centres, however, IVF-ET is used to treat a variety
of other infertility problems, including a low sperm count, endometriosis,
untreatable cervical factors, and unexplained or idiopathic infertility.

Couples seeking information about IVF-ET must understand the cause
of their infertility so that they can understand why they are eligible for
IVF-ET and choose effectively between IVF-ET and other available options.
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2. Information about the nature and objective of IVF-ET, as well as
similar information about available alternatives and adjunct
interventions

Nature of IVF-ET

IVF-ET, as it is currently practised, typically involves five steps. In
brief, the first step is the medical induction of ovulation (controlled ovarian
hyperstimulation or COH). Ovarian stimulants (fertility drugs) are
administered to the woman on a daily basis to promote the maturation of
several oocytes per cycle. (Usually only one oocyte is produced in a natural
physiological cycle.) The second step is oocyte retrieval. Typically, the
oocytes are aspirated with the aid of transvaginal ultrasound, but with
some women laparoscopy is required. The third step is semen collection.
Once the oocytes have been retrieved, the male partner produces a semen
specimen. Alternatively, frozen sperm (husband or donor) may be thawed
for the purpose of insemination. The fourth step is in vitro fertilization
(IVF). Several hours after the oocytes have been retrieved, they are exposed
to human sperm. (A delay of one to six hours is usually required for sperm
capacitation and for immature oocytes to complete their maturation.) Next,
approximately 16 to 20 hours later, the oocytes are checked for fertilization
and those that have fertilized are screened for morphological abnormalities
(for example, three pronuclei or abnormal cleavage).

The final step is embryo transfer. This is usually done about 48 to 56
hours later when the embryo is at approximately the four-cell stage. A
number of embryos are usually returned to the woman'’s uterus through a
very fine teflon catheter passed through the cervix. Then the waiting begins
to see whether implantation occurs. If there is no menstrual period by day
X (the range is between 12 and 18 days), blood samples are taken to
determine whether implantation has occurred. If the blood test is positive,
an ultrasound examination is scheduled to confirm the pregnancy and
identify the number of gestational sacs.

From this summary description of IVF-ET, one can see how a decision
to authorize or refuse this reproductive technology is necessarily informed
by a number of prior decisions concerning the various stages of IVF-ET.
For example, decisions are required about whether to undergo IVF-ET with
or without ovarian hyperstimulation; whether to use transvaginal follicle
aspiration or laparoscopy; whether to expose all or some oocytes to human
sperm; whether to use partner or donor sperm; and whether to transfer one
or more embryos to the uterus.

Decisions about these issues determine the nature of the IVF-ET cycle
that the couple chooses to authorize or refuse. To be sure, different facts
and different policies at different clinics constrain decision making in
different ways. Ideally, however, as much control as possible should
remain with the couple, who should be given appropriate information about
the various ways IVF-ET can be practised so they can make informed
choices about the kind of IVF-ET they want to authorize or refuse.

In addition to a description of IVF-ET (and the various permutations
and combinations), couples should be given some account of the practical,
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social, and psychological impact an IVF-ET cycle is likely to have on daily
living. For example, for the woman, an IVF-ET cycle requires daily visits to
the clinic for blood tests to check estrogen levels and for injections of the
ovarian stimulant. There is the likelihood of some inconvenience and
physical discomfort. Also, as the cycle progresses, ultrasound scans are
required to monitor the growth (location, size, and number) of the follicles.
A major time and energy commitment is thus required of the woman. In
some cases, this may seriously limit her ability to work during a cycle. In
fact, some clinics instruct women to stop working once daily monitoring
begins.?

Also, anecdotal evidence about the psychological impact of IVF-ET
suggests that it is a very stressful experience. If the cycle has to be
cancelled because of an inadequate response to controlled ovarian
hyperstimulation, a significant risk of severe hyperstimulation syndrome,
or premature ovulation, there is sometimes panic and blame. If the oocytes
retrieved fail to fertilize because of extreme immaturity there may be more
disappointment. If the embryos transferred do not implant, the stress and
emotional turmoil may intensify. An understanding of these “facts” is as
important as an understanding of the proposed technological interventions.

Objective(s) of IVF-ET

It is not uncommon for couples, IVF-ET practitioners, and society at
large to construe the objective of IVF-ET narrowly as the establishment of
pregnancy and the birth of a healthy child or children. A broader
understanding of the objective of IVF-ET is required, however, particularly
as pregnancy and take-home-baby rates are (and probably will remain)
limited. From the outset couples should be encouraged to view IVF-ET as
an opportunity for them to move beyond their present state of infertility into
parenthood or into an appropriate way of coming to terms with their
situation.

Available Alternatives to IVF-ET and Adjunct Interventions

Depending upon the cause of infertility, technological alternatives to
controlled ovarian hyperstimulation IVF-ET include non-stimulated IVF-ET:
gamete intra-fallopian transfer (GIFT) (by laparoscopy or ultrasound-guided
tubal transfer); zygote intrafallopian transfer (ZIFT); intrauterine
insemination (IUI); and ovulation induction and intrauterine insemination
(OI-IUI). Other alternatives, irrespective of the cause of infertility, include
adoption (which may be pursued instead of, or concomitant with, IVF-ET)
and a decision to remain child-free. In addition, the adjunct interventions
include gamete and embryo donation, embryo cryopreservation, pre-
transfer genetic screening, and preconception agreements.

Space limitations prevent discussion of the nature and objective(s) of
alternative and adjunct interventions here. Preconception agreements,
oocyte donation for clinical purposes, embryo freezing for subsequent
transfer, and preimplantation genetic diagnosis are discussed in detail in
subsequent papers.



Assisted Reproductive Technologies: Informed Choice €9

3. Information about the nature and probability of the known and
possible consequences (i.e., the benefits, harms, and inconveniences)
of the various options (i.e., the proposed intervention, alternative
interventions, and the option of no intervention)

Potential Benefits of IVF-ET

From the perspective of most infertile couples, the potential benefit of
IVF-ET is the birth of “their own” child. Thus, a critical consideration for
couples assessing the benefit-harm ratio of IVF-ET is the likelihood of their
having a child as a result of the technology. For this reason, a realistic
estimate of the success rates of IVF-ET is particularly relevant.

At present, it is common knowledge that the “success” rates for IVF-ET
are low; beyond this, however, confusion reigns for several reasons. First,
the percentages cited by different clinics do not all use the same
numerators or denominators. There are biochemical pregnancy rates,
clinical pregnancy rates and take-home-baby rates. These rates are
available per cycle, per oocyte retrieval, and per embryo transfer.*

Second, there is confusion because rates vary from clinic to clinic, and
clinics do not compile and present uniform statistical information for a
standard reporting period. (For example, some clinics present the data on
a yearly basis, while others include more than one year in their statistics.’)
Also, rates at each clinic vary from year to year as team members gain
experience and expertise or as team members join or leave the clinic. In
addition, rates vary with the cause of infertility and the age of the female
partner. Select examples are cited below to illustrate each of these points:

(a) There is no standard reporting period.

At London’s University Hospital the overall clinical pregnancy
rate per embryo transfer as at June 1990 (for an unspecified
period of time) was 24.4 percent.® At IVF Canada from May 1988
to December 1990 it was 21.3 percent,” and at the University of
British Columbia for 1990 it was 19 percent.® Because of the
way data are recorded and -presented the figures are not readily
comparable.

(b) The rates vary from year to year. :
The clinical pregnancy rate per embryo transfer for all indications
at the University of British Columbia was approximately
16.6 percent for 1985 to 1990. Per annum, it was 21 percent for
1985, 15 percent for 1986, 13 percent for 1987, 16 percent for
1988, 16 percent for 1989, and 19 percent for 1990.°

(c) The rates vary depending upon the cause of infertility.
The overall clinical pregnancy rate per cycle for 1985-1990 at the
University of British Columbia for tubal factor infertility was
18 percent; for endometriosis it was 16 percent; for male factor
infertility it was 10 percent; for unexplained infertility it was
23 percent; for tubal and other factor infertility it was 9 percent;



70 New Reproductive Technologies: Ethical Aspects

for ovulatory disorders and luteal phase dysfunction it was
15 percent; and for endometriosis and other factor infertility it
was 6 percent.'®

(d) The rates vary depending upon the age of the female partner.
At IVF Canada the overall pregnancy rate per embryo transfer,
from May 1988 to December 1990, was 21.3 percent. At one end
of the spectrum were women under the age of 25, with a
pregnancy rate per embryo transfer of 27.8 percent. At the other
end the spectrum were women over 40, with a pregnancy rate per
embryo transfer of only 2.8 percent.

A third factor that contributes to confusion about the “success” of
IVF-ET is the use of broad statistical ranges. For example, the patient
consent form used by the Endocrine and Infertility Centre at Dalhousie
University states that the “current success rate of documented pregnancies
ranges from 15 to 25 percent per cycle of therapy.”’! The difference
between 15 percent and 25 percent is significant.

A fourth concern is inconsistency in the references to pregnancy rates
for normal fertile couples. For example, the University of British Columbia
maintains that the likelihood of pregnancy per transfer for fertile couples
is in the range of 25 to 30 percent.”” The IVF Program at University
Hospital in London cites slightly lower figures of 20 to 25 percent.'®> The
Endocrine and Infertility Centre at Dalhousie University reduces these
percentages further to between 15 and 25 percent.'*

Finally, there is confusion because clinics typically cite pregnancy
rates per embryo transfer, despite the fact that what is most relevant to
infertile couples are take-home-baby rates per cycle — “to most couples,
success is a baby, not a pregnancy.”’® This common practice of reporting
and emphasizing pregnancy rates per embryo transfer is not only
confusing, it is also misleading given the high rate of miscarriage and the
known incidence of ectopic pregnancy, both of which explain, in part, the
lower take-home-baby rate.

IVF Canada, for example, acknowledges that the rate of miscarriage
with IVF-ET is about 30 percent'® and the ectopic pregnancy rate is about
7 percent.'” Thus, although the overall pregnancy rate from May 1988 to
December 1990 was 21.3 percent, the take-home-baby rate was just
13 percent.'® Similarly, the IVF Program at the University of British
Columbia had an overall pregnancy rate for 1990 of 19 percent and a
take-home-baby rate of 15 percent.'” The IVF Program at University
Hospital (London), as at June 1990, had an overall pregnancy rate of
24.4 percent and a take-home-baby rate of 8 percent,* and so on.

In deciding whether to authorize or refuse IVF-ET, couples typically
weigh the potential benefit of having a child against the potential harms of
IVF-ET. For their choice to be informed, the take-home-baby rate (which
is consistently lower than the pregnancy rate) must be disclosed and
emphasized. Unfortunately, this is not current practice.
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Potential Harms, Discomforts, and Inconveniences of IVF-ET

The potential harms, discomforts, and inconveniences of IVF-ET are
many. Of particular concern are severe hyperstimulation syndrome and
multiple gestation.

As described by one pharmaceutical company,

[slevere ovarian enlargement, known as hyperstimulation syndrome, is

characterized by sudden enlargement of the ovary and an accumulation

of fluid in the abdomen. This fluid can also accumulate around the

lungs and may cause breathing difficulties. If the ovary ruptures, blood

can accumulate in the abdominal cavity as well. The fluid imbalance

can also affect blood clotting and, in rare cases, could be life-

threatening.?!

More specifically, severe hyperstimulation syndrome can result in deep
vein thrombophlebitis, stroke, pulmonary embolism shock, pulmonary
edema, and kidney problems.*?

These potential consequences of severe hyperstimulation are serious.
Their likelihood of occurrence is slight, however, because cycles are usually
cancelled if there is thought to be a significant risk of hyperstimulation
syndrome. According to the American Fertility Society, approximately
10 percent of women who undergo controlled ovarian hyperstimulation
have a mild case of hyperstimulation syndrome and less that 1 percent
have a case severe enough to require hospitalization.?®

The other significant potential harm with IVF-ET is multiple
pregnancy. With ovulation induction alone, the risk of multiple pregnancy
is approximately 5 percent with clomiphene citrate (CC) and approximately
20 percent with human menopausal gonadotropin (hMG). When these
drugs are used as part of an IVF-ET protocol, this risk can be reduced in
theory by limiting the number of embryos transferred. In practice, however,
the risk of multiple gestation remains significant because of the number of
embryos that are routinely transferred per cycle. Recent data from Britain
for 1978-1987 show that whereas the rate of multiple pregnancy for natural
conceptions is about 1 percent, it is 23 percent for IVF and GIFT (19
percent are twins and 4 percent are triplets and more).**

The number of embryos for transfer per cycle is an issue of particular
concern because of its relevance to a couple’s assessment of the
benefit-harm ratio of IVF-ET. At IVF Canada, the recommended maximum
number of embryos for transfer on the first attempt is five, but the final
decision rests with the couple.?® At the Chedoke-McMaster IVF Program,
couples decide how many oocytes are to be exposed to human sperm. The
maximum number is six, and couples know that all oocytes that fertilize
will be transferred.®

By comparison, at the University of British Columbia IVF Program
there are three distinct options for couples to choose from. With option #1
as many oocytes as possible are retrieved and inseminated; the best three
or four embryos are transferred, and the remaining good embryos are
cryopreserved. With option #2 a maximum number of oocytes are retrieved
and inseminated, and the best three or four embryos are transferred. The
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remaining embryos are either fixed for chromosomal analysis or discarded.
Option #3 is for those who object to cryopreservation and selection. A
maximum of six oocytes are exposed to human sperm, and all embryos
created are transferred. For those who wish to avoid the possibility of
having six embryos transferred, the number of oocytes exposed to human
sperm can be reduced to four.?’

The reason for transferring more than one embryo per cycle is to
increase the chance of pregnancy. The reason for limiting the number of
embryos transferred is to avoid the increased short-term and long-term
risks — both for the woman and for the fetus — commonly associated with
multiple pregnancies. These risks include premature labour and delivery,
obstetric complications, serious post-partum haemorrhage, and perinatal
mortality and morbidity (physical and mental), as well as infant mortality.?®

Recent data indicate that as the number of IVF embryos transferred
increases — up to a maximum of three — the pregnancy rate also
increases. When more than three embryos are transferred, however, the
pregnancy rate does not increase further.?® In addition, one extensive study
on mortality rates after multiple gestations indicates that there is a marked
increase in the percentages of perinatal and infant deaths between triplets,
on the one hand, and quadruplets and quintuplets, on the other.’° These
findings suggest that a maximum pregnancy rate and an acceptable
multiple pregnancy rate could be achieved by transferring only three
embryos per cycle.*!

A recent comparative study of unstimulated IVF-ET and controlled
ovarian hyperstimulation IVF-ET supports this conclusion. In this study,
there were sixteen cycles with single embryo transfers, eight cycles with two
embryos transferred and one cycle with three embryos transferred. The
clinical pregnancy rate was 20 percent per embryo transfer and 17 percent
per oocyte retrieval. The take-home-baby rate was 16 percent per embryo
transfer and 13 percent per oocyte retrieval. These rates are respectable
when compared with those of clinics that routinely transfer more than three
embryos per cycle.*?

The purpose of this lengthy discussion about the number of embryos
transferred is to highlight an important question about the adequacy of
disclosure and understanding about the benefits and harms of transferring
four or more embryos per cycle. If couples understood that increasing the
number of embryos transferred beyond three increased the potential for
harm without increasing the potential for benefit, would they choose to
have more than three embryos transferred?

In addition to the major potential harms of severe hyperstimulation
syndrome and multiple gestation, there are the many potential side-effects
of the various drugs used to mature the oocytes, to suppress ovarian
function, and to induce ovulation. These are listed below for the drugs
most commonly used in IVF-ET programs. Providing precise information
about each drug is important, because women undergoing IVF-ET follow
different drug regimens and are therefore exposed to different potential
side-effects.
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Clomiphene Citrate (CC) (See Table 1)

Minor potential side-effects include hot flushes (caused by changes in
the body’s hormone levels), abdominal discomfort and/or pain (due to
ovarian enlargement), breast tenderness, mood swings, nervousness,
nausea and vomiting, and fatigue (symptoms of ovulation induction).

Of significant concern are scotomas (flashes of light that appear in
front of the eyes) and headaches or dizziness. These side-effects are
rare but may reflect potentially serious medical problems. In
particular, there is the risk of a hormone-induced migrainous stroke.
Migraines may be associated with or may predispose to an increased
incidence of vascular spasm strokes — the blood vessels go into
spasms, stopping blood flow to the brain (this risk is almost always
reversible).*

Human Menopausal Gonadotropin (hMG) (See Table 2)

Minor potential side-effects include abdominal distension and/or
abdominal pain (due to ovarian enlargement), allergic sensitivity, pain,
rash, some discomfort at the injection site (swelling), mood swings
(due to ovulation), and hot flushes.

Of significant concern is the potential risk of severe ovarian
hyperstimulation syndrome requiring hospitalization and possibly
intensive care.

Gn-RH Analogue

Minor potential side-effects include hot flushes, a decrease in libido,
some discomfort at the injection site, dyspareunia (painful
intercourse), and other hypoestrogenic side-effects such as
osteoporosis. (Osteoporosis is a minor concern because the risk is
relevant only if the Gn-RH analogue is used over a long period [e.g.,
six months] without estrogen.)

Of significant concern is the risk of severe ovarian hyperstimulation
syndrome requiring hospitalization and possibly intensive care.

Human Chorionic Gonadotropin (hCG) (See Table 3)

Minor potential side-effects include abdominal distention and/or pain
(due to ovarian enlargement), irritability, restlessness, depression,
fatigue, some discomfort at the injection site (redness and tenderness),
Mittleschmerz (pain at ovulation), and hot flushes.

Progesterone
Minor side-effects include fatigue, bloating, weight gain, and breast
tenderness.

In addition to these known potential harms, there may be additional

unanticipated long-term side-effects of the various drugs and hormones.
For example, it has been suggested that there may be increased rates of
spontaneous abortion following conceptions induced by CC or hMG. In
response, it has been argued that there is no real increase in spontaneous
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abortion rates but only the perception of an increase because of earlier
diagnosis of pregnancy.

Others have suggested that if a woman undergoes three or four
stimulated cycles per annum, she may experience earlier menopause
because of the depletion of the germ cell population. In response it has
been argued that if this were true, then by analogy women who use oral
contraceptives (and do not release any eggs) should have later menopause,
yet this has not been documented. It is further argued that although early
menopause does occur when follicles are destroyed (e.g., by chemotherapy),
it is not evident that early menopause will occur because a number of eggs
are being matured each cycle. It is hypothesized that a number of eggs are
naturally released each month and that the drugs used for ovarian
stimulation only encourage the maturation of those eggs that would
normally be released.

Finally, some have suggested that there may be a link between ovarian
hyperstimulation and cancer.®® This possibility remains a concern
although no causal relationship has been established. Recently it has been
noted that

[plroving an association between the two will be difficult because of the
likely rarity of the complication and the long time that may elapse
between treatment and the clinical appearance of cancer. A retro-
spective case-control study would therefore answer the question sooner
than a long term cohort study.*

Step two of IVF-ET is oocyte retrieval. This can be done by
transvaginal aspiration or by laparoscopy; with either procedure there are
potential harms. With transvaginal aspiration there is a small possibility
that nearby organs and tissues may inadvertently be pierced. This may
result in minor bladder symptoms (e.g., bloody urine, frequent urge to
urinate) and pain. Other more significant potential harms include internal
bleeding, visceral damage (e.g., bowel, bladder), damage to major pelvic
sidewall vessels (iliac vessels), and infection. Those most at risk of infection
are women with previous pelvic inflammatory disease (PID). Generally
these women are given prophylactic antibiotics as a precautionary measure,

Laparoscopy, the other means of oocyte retrieval, is no longer
commonly used in Canada. When it is used, the potential complications
of general anaesthesia are added to the potential harms of transvaginal
aspiration. Also, with laparoscopy the risk of damage to the bladder, bowel,
or a blood vessel may be greater if the patient has severe scarring inside the
abdominal cavity.

With either transvaginal aspiration or laparoscopy, approximately one
patient in 1 000 requires a major operation to repair damage from
complications of oocyte retrieval, and about one in 10 000 to one in
100 000 may die from the complications.*®

If a pregnancy is established after oocyte retrieval, fertilization, and
embryo transfer, other potential harms may ensue. For example, many
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IVF-ET patients are older women who will be exposed to the general risks
of pregnancy in this higher risk population. In addition, for all women,
there are the risks of ectopic pregnancy and miscarriage.

Information provided to prospective IVF-ET patients about the risk of
ectopic pregnancy seems to vary from clinic to clinic. To cite but two
examples, at IVF Canada the ectopic pregnancy rate is about 7 percent,*’
whereas at the UBC IVF Program the ectopic pregnancy rate is between 2
and 12 percent.*®

Similarly, information provided to prospective IVF-ET patients about
the risk of miscarriage seems to vary from clinic to clinic. IVF Canada
acknowledges that the rate of miscarriage with IVF-ET is about 30 percent®
(which is similar to the rate of miscarriage with natural conception).*® The
UBC IVF Program suggests, however, that the rate of miscarriage is only 15
to 25 percent.*!

The remaining potential harms are those generally associated with
multiple gestations. The most serious of these harms, from the couple’s
perspective, is potential harm to the offspring. It is widely recognized that
a significant determinant of the health of children born by means of IVF is
the frequency of multiple births.

In addition, there is the increased risk of premature delivery, low
birthweight infants, stillbirths, perinatal mortality, and neonatal and infant
mortality. Some of these risks are discussed briefly below using statistical
information from the British registry for conceptions by IVF-ET or GIFT in
England, Scotland, or Wales between 1978 and 1987.** (Equivalent
Canadian data are not available.)

(a) increased incidence of multiple births
With natural conceptions the rate of multiple births is 1 percent of
deliveries. With IVF-ET and GIFT this increases to 23 percent
(249/1 029) of deliveries (19 percent are twins and 4 percent are
triplets or more).

(b) increased incidence of premature delivery
For natural conceptions the incidence of premature delivery (prior to
37 completed weeks of gestation) is 6 percent for all deliveries in
England and Wales. For IVF-ET and GIFT the rate is 24 percent
(248/1 015) of deliveries (33 percent [431/1 291] of babies). This
difference is due primarily to the increased frequency of multiple
births.

(c) increased incidence of low birthweight infants
With natural conceptions, the incidence of low birthweight infants is
low. For all births in England and Wales, 7 percent have a birthweight
of less than 2 500 g and 1 percent have a birthweight of less than
1 500 g. By comparison, 32 percent (406/1 269) of infants conceived
by IVF-ET or GIFT have a birthweight of less than 2 500 g and
7 percent (89/1 289) have a birthweight of less than 1 500 g.
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(d)

(e)

The increased incidence of low birthweight infants is linked to the
frequency of multiple births, but singleton and twin birthweights are
also lower than average. This could be due to older maternal age and
early induction. (A consequence of the “premium pregnancy psy-
chology” is that women may be induced while still healthy.)

increased incidence of perinatal morbidity and mortality

Perinatal mortality figures for IVF-ET and GIFT are 27.2 per thousand.
By comparison the national average in England and Wales in 1985
was 9.8 per thousand.

increased incidence of neonatal and infant mortality

Neonatal and infant mortality figures for IVF-ET and GIFT are 23.7 per
thousand. By comparison the national average in England and Wales
in 1985 was 9.4 per thousand.

Another significant concern for most couples considering IVF-ET is the

possibility of giving birth to a child with a congenital abnormality.** Recent
reports suggest, however, that there is no (or very little) difference between
the incidence and range of abnormalities for children born of IVF-ET and
children conceived during a natural cycle. For example, the 1990 annual
report of Britain’s Interim Licensing Authority concludes that

it does not appear ... that there is a significant increase in congenital
abnormalities in babies born by IVF.*

Similarly, the British MRC Working Party on Children Conceived by In

Vitro Fertilisation reports, in a survey of IVF and GIFT births in Britain
between 1978 and 1987, that

... among the births resulting from assisted conception 2.2% had one or
more major malformation diagnosed in the first week of life. This is
comparable with the expected values from all three data sets in Britain
and with the findings from Australia and New Zealand.*®

In a Canadian context, the UBC IVF Program claims that

There have been approximately 8,000 to 10,000 babies born through IVF
in the world and very careful study of these babies thus far has not
demonstrated any increased incidence of abnormalities and, in fact, the
risk of an abnormality appears to be slightly less than that which is seen
in the general population.*

The problem with the data on which such statements are based is that

the numbers [are] small, diagnostic criteria varied, and the same
children may have been included in more than one study. Formal
pooling of the international data is required not only to increase
statistical power but also to ensure that standard definitions are used
and that each child is included only once in the totals.*’

This being said, a consistent excess of central nervous system disorders
has been noted among IVF births.*®
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Last but not least, there are the potential psychological harms of
IVF-ET. Generally speaking these are very personal, and for this reason
they are not discussed here in detail. In brief, however, it must be noted
that couples’ expectations and hopes are high, while take-home-baby rates
are limited. The potential for frustration, anger, isolation, and resentment
is therefore significant. These emotions may lead to low self-esteem and
depression.

4. Information about the qualifications and experience of the various
team members

As noted previously the success rates for IVF-ET vary considerably
from clinic to clinic. This results in part from the different levels of
experience and expertise of team members. Couples who are considering
an IVF-ET cycle must be apprised of this fact, particularly if the clinic is
new and has a limited success rate as compared with the national average.

5. Information about the costs involved

In all provinces except Ontario, IVF-ET is not an insured service.
Thus, all IVF-ET clinics outside Ontario and the one private clinic in
Ontario (IVF Canada) must give prospective candidates relevant information
about the cost of required physician-related procedures, laboratory work,
and hospital stays. In addition, all clinics (including Ontario clinics) must
discuss the costs of the required drugs. This is an unusual aspect of
consent to medical treatment in a Canadian context, but it is necessary
given that government-funded health care programs outside Ontario do not
reimburse couples for IVF-ET expenses, and given that not all insurance
companies reimburse couples for all of the drug costs.

In Canada the average cost per IVF-ET cycle is approximately $4 000.
For example, the UBC IVF Program charges $2 782.50 per cycle for
ovulation induction, oocyte retrieval, gamete laboratory work, and embryo
replacement. In addition, there is a $452 fee for the two required hospital
stays, and drug costs are estimated to be between $800 and $1 000.*° The
total is approximately $4 135.

At the Endocrine and Infertility Centre in Halifax the base cost is
$2 804; in addition drug costs are estimated to be approximately $900, for
a total of $3 700.>° At the Institut de Médecine de la Reproduction de
Montréal, the base cost is $3 200, and drugs costs range between $500 and
$2 000 per cycle.”

As a final point of comparison, at IVF Canada, Ontario patients pay
approximately $3 700 per cycle, which includes the purchase of Perganol,
whereas non-Ontario residents pay approximately $4 900 for services and
Perganol.®® The additional $1 000 is for physician-related procedural fees
otherwise billable through the provincial health care plan.

In addition to physician-related procedure fees, laboratory work,
required hospital stays, and drug costs, there are the additional incidental
costs of IVF-ET. These include time missed from work and possibly travel
and accommodation costs if the couple lives at a distance from the clinic.
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6. Additional information that may assist a couple considering
IVF-ET to make an informed choice

Additional information that a couple may require to make an informed
choice typically will be of a personal nature. Not all relevant additional
information is specific to the couple, however. Some clinics, for example,
have a stopping rule whereby a couple is eligible for only a fixed number of
cycles. At the UBC IVF Program, for example, a couple is eligible for a
maximum of three cycles. At the Chedoke-McMaster IVF Program a couple
is eligible for four stimulated cycles after which they may go back on the
waiting list if they are still interested in IVF-ET. (In addition to the
stimulated cycles, some couples are eligible for an unstimulated cycle.) At
the University of Calgary program, there is no restriction on the number of
cycles.

Another example of a policy choice that may influence a couple’s
decision to authorize or refuse IVF-ET is UBC’s team approach to IVF-ET,
a direct consequence of which is that care is not provided by a particular
physician. For couples who want this type of care, this may be a serious
disincentive.

Another relevant consideration for some couples is the availability of
prenatal diagnostic services. This may be particularly important for
couples at risk for a specific genetic disorder, or couples where the female
partner is over the age of 35.

7. A statement that patients or subjects may ask questions now and
later

Many of the IVF programs in Canada specifically invite prospective
candidates to ask questions. They include the Calgary IVF Programme, the
Chedoke-McMaster IVF Program, IVF Canada, the Toronto Hospital General
Division In Vitro Fertilization Unit, the Institut de Médecine de la
Reproduction de Montréal, the Centre de Fécondation In Vitro CHUL, and
the Endocrine and Infertility Centre.*®

8. A statement that confidentiality will be respected

The UBC IVF Program, the University Hospital IVF Program, the
Toronto Hospital General Division In Vitro Fertilization Unit, the Centre de
Fécondation In Vitro CHUL, and the Endocrine and Infertility Centre are
amongst the IVF centrés that promise explicitly to respect confidentiality.>*
Generally, however, they do not qualify this promise, and this is certainly
problematic. Prospective participants should be informed of the limits that
apply to any promise of confidentiality.

9. A statement that the patient or subject may refuse to participate
without jeopardizing access to health care

Only the UBC IVF Program and the University Hospital IVF Program
explicitly state in writing that the prospective participant may refuse
IVF-ET.*
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10. Astatement that consent and refusal are revocable. In principle,
the patient or subject may withdraw his/her consent or overturn
his/her previous refusal without jeopardizing access to health care

Many of the Canadian IVF programs specifically recognize the couple’s
right to withdraw at any time without jeopardizing access to health care
— the UBC IVF Program, the Calgary IVF Programme, the University
Hospital IVF Program, the Chedoke-McMaster IVF Program, the Toronto
Hospital General Division In Vitro Fertilization Unit, and the Centre de
Fécondation In Vitro CHUL.*®
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The following tables are based on information in the patient handouts and
the consent forms used by some Canadian IVF programs. This narrow focus
on written material is appropriate given that (1) all relevant information
should always be provided in writing; other means of communication should
be used to enhance the written information; (2) not all IVF programs use
slides and videos, and not all of the programs that do use such material
were able to provide copies; (3) I was unable to attend patient information
evenings at each of the clinics that have such meetings; and (4) I was unable
to attend private counselling sessions at which presumably more information
would be provided to prospective candidates.
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Part 3. Preconception Agreements: Informed Choice

A number of factors are relevant in considering the moral acceptability
of preconception agreements' to transfer custody of a child to be conceived
from the woman who will give birth to the child® to another couple.®* Among
these factors is the informed choice of (1) the gestational woman* (i.e., the
woman who will make a gestational, and often a genetic, contribution to the
child); (2) her male partner’ (when applicable); (3) the couple who expect to
have custody of the child thus conceived; and (4) the gamete donor(s), if
other than those named above.

The relevant aspects of informed choice for the gestational woman and
the commissioning couple are described briefly in this paper. Consider-
ations relevant to the informed choice of the gestational woman's male
partner and possible gamete donors are beyond the scope of this paper.

1. A description of the participants’ current medical status

As with other assisted reproductive technologies (ARTs), the medical
status of the prospective participants (i.e., of the commissioning couple and
of the gestational woman) has a bearing on their ability to make an
informed choice. Specific to preconception agreements, however, is the
need for both the commissioning couple and the gestational woman to have
information about the other party’s medical status in addition to
information about their own medical status.

The Gestational Woman

The gestational woman needs to know that she is healthy and capable
of undertaking the physical and emotional risks of pregnancy. In addition
she needs information about the medical status of the commissioning
couple.

For example, the gestational woman who will be inseminated needs to
know whether the male partner has any infectious diseases that might
present a risk to her or the offspring. Of particular concern in this regard
is the male partner's HIV (human immunodeficiency virus) status. With
embryo transfer, on the other hand, the gestational woman will need such
information about both gamete donors. (These may or may not be the same
persons as those who enter into the preconception agreement.) In addition
to information about possible infectious diseases, of legitimate interest to
the gestational woman is information about any history of genetic disease.

The gestational woman also needs to know whether the female partner
is capable of providing either the genetic and/or gestational components of
reproduction. An important motivating factor for some prospective
gestational women is the belief that they are assisting an infertile couple to
have a child they could not otherwise have. It is of critical importance,
therefore, that the gestational woman know whether the couple’s decision
to enter into a preconception agreement is motivated by a desire to
overcome infertility or by some other medical or social consideration. If
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motivated by a desire to overcome infertility, information about the nature
of the infertility is important because this may determine whether only the
gestational, or both the genetic and gestational, components of repro-
duction are to be provided.

The Commissioning Couple

Couples who are considering entering into a preconception agreement
should know whether one or both partners are fertile or carriers for a
specific genetic disorder. These facts may ultimately influence the nature
of the preconception agreement.

For example, if the male partner is fertile, he will usually provide the
sperm. If he is infertile, however, donor sperm will be required. On the
other hand, if the female partner is fertile, the reason(s) for seeking a
preconception agreement should be clearly understood. Alternatively, if she
is infertile, the couple should fully understand the cause of the infertility.
Information about the woman’s medical condition is critical because it may
determine whether another woman is to provide both the genetic and
gestational components of reproduction, or only one of these components.

For example, a woman whose ovaries and uterus have been removed
can provide neither the genetic nor the gestational component of
reproduction. On the other hand, a woman who has had a hysterectomy
but who still has her ovaries could make a genetic, but not a gestational,
contribution to childbearing. This is also true for a woman suffering from
severe diabetes, severe hypertension, or a uterine malformation.®
Conversely, a woman with premature menopause or a woman at risk for
passing on a genetic defect to her offspring could provide the gestational
but not the genetic component of reproduction.

The commissioning couple needs to understand the medical situation
fully in order to appreciate all the available options. For some couples, ova
or embryo donation may be an alternative to a preconception agreement.
Other couples may not be able to choose between a preconception
agreement and some other ART. An available option, however, may be for
the commissioning couple to provide the genetic component of reproduction
(i.e., the embryo) instead of including this contribution to childbearing in
the preconception agreement.

In addition to information about their own medical status, the
commissioning couple also requires information about the physical and
genetic health of the gestational woman. This includes information about
(1) any infectious diseases that could create a risk for the child (including
HIV infection);” (2) any use of alcohol, tobacco, narcotics, or prescription or
non-prescription drugs; and (3) any family history of genetic disease. Also
of interest is information about the mental and emotional fitness of the
gestational woman to enter into and carry out the terms of the
preconception agreement.
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2. Information about the nature and objective(s) of the proposed
intervention, along with similar information about available
alternatives and adjunct interventions

Nature of Preconception Agreements

At present, preconception agreements typically involve the insemi-
nation of a gestational woman with sperm from the male partner of the
commissioning couple. Thus, the gestational woman makes both a genetic
and a gestational contribution to childbearing (i.e., she is genetically related
to the child). In some cases, however, both the sperm and the ova are
provided by the commissioning couple, and the gestational woman provides
only the gestational component of reproduction (i.e., she is not genetically
related to the child).

Current practice aside, in principle it is possible for gamete donors
other than the gestational woman or the commissioning couple to be
involved in a preconception agreement. In fact, there can be as many as
five intimate participants in a preconception agreement: (1) a woman who
will carry the pregnancy; (2) a woman who will provide the egg; (3) a woman
who expects to parent the child; (4) a male who provides the sperm; and (5)
a male who expects to parent the child.

This being said, it is important to note that preconception agreements
(whether for a genetic and a gestational contribution or a gestational
contribution alone) cannot, at this time, rightfully be described as therapy.
Arguably, the objective of a preconception agreement is therapeutic, and
the intervention seems efficacious as compared with some other forms of
assisted reproduction. However, safety is unknown, and professional
consensus as regards the long-term therapeutic merits of the intervention
for all concerned parties is lacking. The frequency with which pre-
conception agreements are entered into is low;® consequently many
important questions regarding this practice remain unanswered.

Preconception agreements are best described as non-validated practice
and, as with all non-validated practices, they

should be conducted in the context of a research project designed to test

their safety or efficacy or both; however, the research should not

interfere with the basic therapeutic (or diagnostic or prophylactic)
objectives.’

This claim is consistent with the recommendations of the Ethics Committee
of the American Fertility Society that preconception agreements be pursued
as a clinical experiment so as to study:

(a) the psychological effects of the procedure on the surrogates |or

surrogate gestational mothers], the couples, and the resulting
children;

(b) the effects, if any, of bonding between the surrogate [or surrogate
gestational mother] and the fetus in utero;
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(c) the appropriate screening of the surrogate [or surrogate gestational
mother] and the man who provides the sperm:;

(d) the likelihood that the surrogate [or surrogate gestational mother]
will exercise appropriate care during the pregnancy;

(e) the effects of having the couple and the surrogate [surrogate
gestational mother] meet or not meet;

5] the effects on the surrogate’s [or surrogate gestational mother’s]
own family of her participation in the process;

(8 the effects of disclosing or not disclosing the use of a surrogate
mother [or surrogate gestational mother] or her identity to the
child; and

(h) other issues that shed light on the effects of surrogacy [or
surrogate gestational motherhood] on the welfare of the various
persons involved and on society.!°

Objective(s) of Preconception Agreements

From one perspective, the objective of a preconception agreement is
simple and straightforward — to alleviate childlessness. To this end, a
woman agrees to conceive or bear a child on the understanding that she
will surrender the child to the commissioning couple immediately following
the birth.

If one considers the option of a preconception agreement from the
perspective of either contracting party, however, then additional possible
objectives surface. For example, in addition to helping an infertile couple
have a child, a gestational woman may enter into a preconception
agreement to earn money or to relive the experience of pregnancy in a
psychologically positive way so as to deal with a previous birth-related
trauma.'’

As for the commissioning couple, the objective may not be simply to
relieve childlessness, but to do so in a way that will allow one or both
partners to have a genetic link with the offspring. Other important
objectives for the female partner of the commissioning couple, if she is not
infertile, may be a desire to avoid the potentially harmful and possibly
lethal risks of pregnancy, as when the woman has severe diabetes or
hypertension, or a desire to avoid passing on a genetic defect to an
offspring. Alternatively, the female partner of the commissioning couple
may have other motivations — for example, a desire to avoid pregnancy for
personal, professional, aesthetic, or other reasons of convenience.

These potentially different objectives explain how preconception
agreements may differ. Three important distinguishing features are
(1) whether the agreement entails an exchange of money (altruistic or
commercial preconception agreements); (2) whether the gestational woman
is known to the commissioning couple (anonymous or non-anonymous
preconception agreements); and (3) whether the agreement is for both a



90 New Reproductive Technologies: Ethical Aspects

genetic and gestational contribution to childbearing or only a gestational
contribution.

Available Alternatives to Preconception Agreements and
Adjunct Interventions

Alternatives to a preconception agreement include adoption, child-free
living, and nurturing children in ways other than as parents. Another
alternative for some couples is to receive an ova or embryo donation. This
may be an option when the female partner is capable of carrying a
pregnancy. When this is not possible or could be harmful, however, a
preconception agreement may be the only way the couple can have a child
with whom one or both partners can have a genetic link. The options in
this case would be a preconception agreement that involves insemination
or a preconception agreement that involves in vitro fertilization and embryo
transfer (IVF-ET).

3. Information about the nature and the probability of the known and
possible consequences (i.e., benefits, harms, and inconveniences) of
the various options (i.e., the proposed intervention, alternative
interventions, and the option of no intervention)

The benefits, harms, and inconveniences of preconception agreements
are many. Of particular concern, however, is not their number, but rather
the fact that the benefits, harms, and inconveniences seem to accrue in a
disproportionate way to the two contracting parties. If all goes well, most
of the benefits seem to go to the commissioning couple, who have a child
as a direct benefit of the preconception agreement. Most of the harms and
inconveniences, however, seem to go to the gestational woman, who is
exposed to the physical and psychological risks of pregnancy and
childbirth, and who must deal with the social and psychological effects (for
herself and her family) of giving up the child.

Because the benefits, harms, and inconveniences seem to accrue in
a disproportionate way to the different parties to the contract, disclosure of
the known and potential benefits, harms, and inconveniences of
preconception agreements is essential. These are listed below in summary
fashion.

The Gestational Woman

The potential benefits of preconception agreements for the gestational
woman are psychological and financial. If everything goes as planned, the
emotional rewards for the gestational woman may be significant. If the
female partner of the commissioning couple is infertile, or a carrier for a
serious genetic disorder, the gestational woman may have helped the
couple to have a child they might otherwise not have had. This
psychological benefit is likely to be particularly important when the infertile
woman is a family member or a close friend of the gestational woman and
no fee is paid.
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The second potential benefit of preconception agreements for
gestational women is financial. With commercial preconception agreements
the gestational woman typically receives about $10 000 U.S.

For these potential psychological and financial benefits, the gestational
woman exposes herself and her family to a number of potential harms and
inconveniences. First, there is the risk of HIV infection if the gestational
woman is inseminated with fresh sperm. To minimize this potential harm,
the gestational woman who provides both the genetic and gestational
components of reproduction should be inseminated only with frozen sperm
after there has been appropriate post-collection HIV testing. For this same
reason, the gestational woman who provides only the gestational
component of reproduction should have transferred to her uterus only
embryos that have been created using appropriately screened gametes.'?

Second, there are the potential physical harms of pregnancy and birth.
Specifically, these are

[the] complications which may harm or rarely kill, the discomfort — on
average a pregnant woman suffers six to nine symptoms — the reduced
physical and social activity and the emotional stress ... the pain of birth
... possible changes in the body — weight change, varicosities, and
breast distortion.'

To these harms may be added the physical and emotional harms associated
with the termination of pregnancy if a therapeutic abortion is sought for
reasons of fetal indication at the initiative of either the commissioning
couple or the gestational woman.

Third, there may be disappointed hopes about ongoing friendship with
the couple who will have custody of the child. An important motivating
factor for some gestational women “seems to be the desire for friendship
with the parents-to-be.”'* In most instances, this anticipated benefit
results in serious disappointment because the commissioning couple
typically wants no (or little) interaction with the gestational women after
they have custody of the child. Some suggest that this is less likely when
the gestational woman is acting on behalf of a family member or close
friend, but even then there is the possibility of disappointment.

Fourth, there is the psychological trauma that may result from
surrendering the child to the commissioning couple. At present the
long-term psychological effects of giving up custody are unknown. Some
research reveals, however, that gestational women “go through a period of
grief and mourning after giving up the child,” and some experience
long-term regret.'®

Fifth, there is the possibility that the commissioning couple may reject
the child should s/he be born with a physical or mental disability. If this
happens, because of the present state of legal uncertainty, the gestational
woman may have to keep (or place for adoption) a child that she would not
otherwise have conceived. In Canada there is no legislation specific to
preconception agreements. In 1985, the Ontario Law Reform Commission
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recommended that preconception agreements be legalized,'® but this
recommendation was not acted upon. For comparative purposes: in
Victoria, Australia, and in Great Britain, where the social, ethical, and legal
aspects of ARTs have been addressed by the Waller and Warnock
committees respectively, commercial preconception agreements have been
prohibited.'” In the United States commercial preconception contracts are
legal in some states and illegal in others.'®

Sixth, there is the possibility that the decision to enter into a
preconception agreement will undermine, if not destroy, the gestational
woman's relationship with her male partner. The partner may initially
agree with, and be supportive of, the woman’s choice, but this attitude may
change over time. One woman reports, “He calls me a whore, prostitute
and rent-a-womb.” Another says “His attitude has turned against me.
We're hardly having any sex at all now.”*®

Seventh, an indirect but very relevant potential harm for the
gestational woman to consider is the potential harm to any children she
might have. If the children at home are aware of the situation, they may
be upset by their mother’s decision to “give away” one of her children, and
they may fear that they too will be given away.

The Commissioning Couple

The anticipated benefit of a preconception agreement for the
commissioning couple is the birth of a healthy child. If all goes as planned,
this benefit may be secured with little or no harm to the commissioning
couple. If there are problems, however, with the terms of the agreement or
with the transfer of custody, this benefit may not be achieved, or may be
achieved only at some cost — both emotional and financial.

The most significant potential harm for the commissioning couple is
the possibility that the gestational woman will change her mind and not
want to give up the child after birth. It has been suggested that there is a
one in 200 chance of this happening.?® This potential harm is a stress that
the couple may experience during the pregnancy, and even the infancy and
childhood of the child.

The Gestational Woman and the Commissioning Couple

Finally, it is important for both the gestational woman and the
commissioning couple to understand from the outset that they and their
families may be subject to criticism from other family members, friends,
colleagues, and society at large. Many explicitly condemn preconception
agreements®' (particularly commercial agreements) because, in their view,
they commercialize human reproduction and treat women and children as
commodities; exploit women (especially those who are socially and
economically disadvantaged); undermine the nuclear family by eliminating
the biological link between parents and child when a third party is
introduced; and harm other family members (especially other children of
the gestational woman).?*
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Also to be appreciated by both the gestational woman and the
commissioning couple are the potential psychological harms to any
offspring in the event that there are problems with the transfer of custody
or there are altered familial relations (as when the gestational woman is a
relative). The long-term potential harms are unknown, but the prognosis
in certain cases is grim. Consider, for example, the case of Baby M where
the commissioning couple and the gestational woman have joint custody
and the child has a dual family life.

4. Information about the qualifications and experience of the various
team members

Preconception agreements that use artificial insemination do not
require any medical expertise specific to this arrangement. If anonymity is
not an issue, it is relatively easy for the male partner to provide a semen
sample and for the gestational woman to then inseminate herself.
Preconception agreements that involve IVF-ET or GIFT, however, do require
expertise. In these cases, the qualifications and experience of health care
team members may be of critical importance given that the expertise of
team members affects the success rates for IVF-ET and GIFT.

In addition to information about the qualifications and experience of
the medical team, there is a clear need for similar information about those
responsible for drafting the terms of the legal agreement. This is important
for both parties to the agreement. The commissioning couple has an
interest in making sure the terms of any contract are respected, regarding
conduct during pregnancy so as to reduce risk to the offspring; transfer of
the child after birth; and conduct after the transfer with respect to efforts
to contact the offspring. On the other hand, the gestational woman usually
has an interest in ensuring that her freedom is not unduly constrained by
the terms of the contract and that the commissioning couple will accept
transfer of custody. As such, both the gestational woman and the
commissioning couple need information about the qualifications and
experience of those drafting the relevant documents and those providing
legal counsel.

A separate but related concern is the conflict of interest that arises
when the person acting as legal counsel for one party is also acting in this
capacity for the other party. This issue is of particular concern when a
lawyer is in the business of advertising for both the gestational women and
the commissioning couples.

5. Information about the costs involved

Information about the financial costs involved in preconception
agreements is predominantly an issue of concern for the commissioning
couple who is considering entering into a commercial (as contrasted with
an altruistic) preconception agreement.

As reported to the Office of Technology Assessment (OTA) in a 1988
survey,”® a gestational woman is usually paid about $10 000 U.S. In
principle, however, the fee is negotiable, as is the schedule of payments
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(e.g., a lump sum at the time of birth or monthly instalments). As well,
there may be a reduced fee in the event of a miscarriage, a therapeutic
abortion for fetal indication, or a stillbirth.

In addition to the fee for the gestational woman, there are fees for the
broker ($3 000 to $7 000), the lawyer (up to $5 000), the physician ($2 000
to $3 000), and the psychiatrist ($60 to $150/hour). Also, there may be
medical and travel expenses as well as expenses for food, shelter, maternity
clothes, and other incidentals for the nine months of pregnancy.>* Some
preconception agreements include compensation for lost wages and a life
insurance policy for the gestational woman (the beneficiary to be identified
by her).>® The total cost is usually between $25 000 and $50 000,
depending upon the terms of the agreement. (These figures are all in U.S.
dollars.)

Further legal costs may be added if there are problems obtaining
custody of the child. The gestational woman may have a change of heart,
as was the case with Baby M, or the state may intervene and prevent the
commissioning couple from having custody of the child, as with Baby
Cotton.®

6. Additional information that may assist the prospective
participants to make an informed choice

Preconception agreements typically detail expectations of the
gestational woman both during and after pregnancy. Relevant to conduct
during pregnancy are issues pertaining to the use of alcohol, tobacco,
narcotics, and prescription and non-prescription drugs; access to prenatal
care; and the option to terminate the pregnancy. Many agreements forbid
the termination of pregnancy without the consent of the commissioning
couple, but require termination of pregnancy if prenatal testing reveals a
fetal abnormality. Relevant to conduct after the birth of the child are
disclosure to the media; efforts by the gestational woman to form a
parent-child relationship with the offspring; and efforts at some later stage
to disclose to the child the nature of his/her relationship to the
commissioning couple. Details regarding these issues must be clearly
explained to the gestational woman for her to consider as a basis for her
consent or refusal.

Relevant to the commissioning couple is information about adoption.
If the gestational woman is providing both the genetic and gestational
components of reproduction, the female partner of the commissioning
couple will presumably need to adopt the child. If the gestational woman
is providing only the gestational component, both parties may adopt the
child given current assumptions about parenthood at the time of birth. The
commissioning couple needs accurate information about adoption laws and
the short- and long-term implications of adoption.

In addition, both parties should be aware of the potential for subtle
coercion arising from financial incentives or personal relationships. It is
important for this to be discussed openly as it may affect the participation
of either or both parties to the agreement.
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7. A statement that participants may ask questions now and later

An offer to answer questions as they arise should be made by the
medical and legal professionals involved in preconception agreements.
Clearly, this offer should be made to both the gestational woman and the
commissioning couple.

8. A statement that confidentiality will be respected

There are at least three areas of concern about confidentiality:
disclosure to the gestational woman or the commissioning couple;
disclosure to the general public; and disclosure to the offspring.

Some preconceptions agreements are between family members or close
friends. Others, however, are between strangers, and the agreement may
state explicitly that the identity of the commissioning couple is not to be
revealed to the gestational woman. Similarly, the gestational woman may
stipulate that her identity not be disclosed to the commissioning couple.
Moreover, as regards disclosure to the public, just as the commissioning
couple may not want to be identified publicly as infertile, so too the
gestational woman may not want to be publicly identified.

In addition to concerns about the potential disclosure of identity, there
may be concerns about the potential disclosure of other personal
information. Only with the gestational woman’s permission could one
disclose to the commissioning couple information about her physical,
genetic, and psychological health. Similarly, only with permission from the
commissioning couple might it be appropriate to disclose to the gestational
woman the reason(s) the couple has chosen this means of reproduction.
The point is that each party would have to understand fully and agree to
the disclosure of personal information before this could occur.

Disclosure to the offspring is an altogether different matter, given
existing provincial laws concerning the disclosure of adoption information
to adoptees. Preconception agreements are typically followed by adoption
hearings, and in many jurisdictions adoptees can have access to adoption
information. In Ontario, for example, adopted children over the age of 18
who were adopted in Ontario may register with the Adoption Disclosure
Registry to obtain information about their birth parents and birth relatives.
Similarly, birth parents and birth relatives may apply to the Registrar to be
named in the register. As such, if the gestational woman and the child(ren)
she conceived are registered with the Adoption Disclosure Registry,
information about the preconception agreement could become known to the
adoptee.”” This is not something the commissioning couple could prevent,
unless they were to withhold from the child information about the adoption.

Both the gestational woman and the commissioning couple need
accurate information about the kind of records that will be kept, to whom
these records may become available, at what time, and under what
circumstances.
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9. A statement that one may refuse to participate without
Jjeopardizing access to health care

This requirement applies to all prospective participants but is perhaps
particularly relevant to the gestational woman who requires technical
medical assistance. This statement is self-explanatory.

10. A statement that consent and refusal are revocable. In principle,
either participant may withdraw his/her consent or overturn his/her
previous refusal without jeopardizing access to health care

This statement is true as regards consent to, or refusal of, the medical
interventions associated with preconception agreements. For example, a
prospective gestational woman can revoke her consent to artificial
insemination or IVF-ET.

The statement is perhaps less true, however, with respect to consent
to the non-medical aspects of preconception agreements. For example, a
gestational woman may not be free to revoke her consent to surrender the
custody of the child after birth. Similarly, the commissioning couple may
not be free to refuse to assume custody of the child born to the gestational
woman.

Currently, the legal status of preconception agreements in Canada is
unclear. If presented with a contested preconception agreement, the courts
might turn to adoption law, contract law, or custody law for guidance.
Alternatively, the courts might look outside the established legal system.
Depending on where the courts turned for guidance and what, if any,
situations were deemed analogous, consent might or might not be deemed
revocable.

If the courts looked to adoption law, they might conclude that consent
to surrender custody of a child (as per the terms of a preconception
agreement) is revocable. In many Canadian jurisdictions there is a specific
post-birth period before which consent to adoption may not be given and
a grace period within which the birth mother can withdraw her consent.
The Adoption Act of Prince Edward Island, for example, requires that the
child be 14 days old at the time that consent to adoption is given.?® In
Ontario the Child and Family Services Act, 1984 states that written consent
to adoption cannot be given until the child is 7 days old and may be
withdrawn within 21 days of the day it was given. Moreover, the consent
may be withdrawn after the 21-day period if this is in the child’'s best
interest.?® By comparison, The Family Services Act of Saskatchewan allows
30 days for the withdrawal of consent to adoption,®® whereas the Child
Welfare Act of Alberta only allows 10 days.*!

If the courts looked to contract law for guidance, they might or might
not conclude that consent is revocable. If the courts assumed that the
contract was legally enforceable, they would have to determine an
appropriate remedy for breach. If the courts deemed that the contract was
for a unique good (i.e., the child), they would likely award specific
performance. (Deeming the contract to be for a unique good raises the



Assisted Reproductive Technologies: Informed Choice 97

issue of slavery and commodification.) If, on the other hand, the courts
deemed the contract to have been for personal service (i.e., gestation), they
would likely award damages rather than specific performance. The remedy
of specific performance implies that consent is not revocable. The remedy
of damages implies that it is.

If the courts found that the contract was not enforceable, they might
turn to custody law and thereafter focus on the best interests of the child.
Revocation of consent would then be permitted only if doing so would be in
the child’s best interests.

Finally, if the courts entered uncharted legal territory and rendered
decisions based on other considerations, there is no way to anticipate their
conclusions regarding the revocation of consent. In summary, the legal
status of preconception agreements is unclear.

At present both the gestational woman and the commissioning couple
involved in such arrangements must be fully informed of this uncertainty
regarding the revocation of consent.

Notes

1. “Surrogate motherhood arrangement” and “surrogacy contract” are terms
commonly used to describe a preconception agreement between a woman who will
make a gestational (and perhaps a genetic) contribution to a child not yet conceived,
and a couple who expects/intends to have custody of the child. These terms are
both inaccurate and ambiguous. Therefore, the term “preconception agreement” is
used throughout this paper — short for “preconception agreement concerning the
transfer of custody of a child to be conceived from the woman who will bear the
child, to some other person(s).”

2. The singular term “child” is used throughout the document. It is possible,
however, that the gestational woman would bear more than one child, particularly
if only the gestational component of reproduction is being provided by the
gestational woman, in which case a number of embryos might be transferred after
in vitro fertilization.

3. As with all the papers in this series, issues specific to informed choice with
non-traditional families (e.g., homosexual couples, single persons) are not
discussed. To be precise, this paper on informed choice and preconception
agreements refers only to “the commissioning couple,” and it is assumed that the
couple is both heterosexual and married or living common-law. As stated
previously, this limitation in no way reflects a belief that homosexual couples or
single persons should be denied access to ARTs.

4. The term “gestational woman” may seem a strange alternative to the terms
“surrogate” or “surrogate mother,” particularly as this term does not allow one to
distinguish between women who make both a genetic and gestational contribution
to childbearing and women who make only a gestational contribution. In the
literature, there are references to: “surrogate mothers” and “surrogate gestational
mothers”; “partial surrogacy” and “full surrogacy.” Common to both types of
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“surrogacy,” however, is the gestational contribution to the reproductive process.
Hence, it seems more appropriate to use the term “gestational woman” to refer to
all women who make a gestational contribution to childbearing under the terms of
a preconception agreement. Then, as appropriate, this term may be further
qualified.

5. The informed choice of the gestational woman'’s male partner is relevant insofar
as (1) he must agree to abstain from sexual relations with his partner during the
time of insemination or embryo transfer (depending upon the nature of the
preconception agreement), and perhaps for the first three months of pregnancy; and
(2) he may have legal obligations to the offspring conceived if the preconception
agreement does not take effect as planned. As regards this last point, it has been
suggested that the male partner of the commissioning couple in a preconception
agreement involving artificial insemination is a sperm donor. A sperm donor
typically has no legal relationship with, nor obligation to, the resulting offspring.
Rather, the male partner of the woman who gives birth to the child is generally
presumed to be the legal father of the child. (This may or may not be a relevant
issue given the availability of human leukocyte antigen or DNA testing.)

From another perspective, the consent of the male partner is important given
that women who have entered into preconception agreements maintain that the
emotional support of the male partner is critical. One may assume that the male
partner is more likely to provide the requisite emotional support if he has been
consulted.

This being said, given the scope of this paper, this discussion of informed
choice does not address the concerns relevant to the gestational woman’s male
partner.

6. A more complete list of the medical indications for preconception agreements
limited to a gestational contribution to childbearing is provided by J.G. Schenker
and D.A. Frenkel, “Medico-Legal Aspects of In Vitro Fertilization and Embryo
Transfer Practice,” Obstetrical & Gynecological Survey 42 (1987): 405-13. This list
includes medical conditions that make pregnancy and delivery dangerous, e.g.,
severe cardiovascular disease, kidney disease, severe high blood pressure, or
advanced collagen disease; congenital absence of uterus or severe malformations
of Muller's duct; severe Asherman syndrome; tuberculous endometritis; after
hysterectomy in women in the reproductive age; and uterine leiomyoma.

7. W.R. Frederick et al., “HIV Testing of Surrogate Mothers,” New England Journal
of Medicine 317 (1987), 1352.

8. M. Eichler and P. Poole, “The Incidence of Preconception Contracts for the
Production of Children Among Canadians,” report prepared for the Law Reform
Commission of Canada (Toronto: Ontario Institute for Studies in Education, 1988).

9. R.J. Levine, Ethics and Regulation of Clinical Research, 2d ed. (Baltimore: Urban
& Schwarzenberg, 1986), 4. This statement is an endorsement of the conclusion
reached by the U.S. National Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research.

10. “Surrogate Mothers,” Fertility and Sterility 53 (Suppl. 2)(1990), 73S. Also, on
page 67S (‘Surrogate Gestational Mothers: Women Who Gestate a Genetically
Unrelated Embryo”), a similar listing with almost identical wording is provided for
preconception agreements that entail only a gestational contribution to the
reproductive process (“surrogate gestational mothers” in the language of the

-
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Committee’s report). This explains the use of square brackets throughout the
citation.

11. Payment, a desire to be pregnant, and the urge to reconcile a birth-related
trauma (such as an abortion, giving up a child for adoption, or having been placed
for adoption) are among the motives of gestational women. See P.J. Parker,
“Motivation of Surrogate Mothers: Initial Findings,” American Journal of Psychiatry
140 (1983): 117-18; and P.J. Parker, “Surrogate Motherhood, Psychiatric Screening
and Informed Consent, Baby Selling, and Public Policy,” Bulletin of the American
Academy of Psychiatry and the Law 12 (1984): 21-39.

12. The risk of HIV transmission from donor ova is unknown. Some speculate that
there may be a small risk of transmission; others disagree. This being said, to
minimize the risk of HIV transmission, ova should be screened as well as sperm.
The problem is that the freezing of ova (first reported by C. Chen, “Pregnancy After
Human Oocyte Cryopreservation,” Lancet (19 April 1986): 884-86) is controversial
because of potential damage to the spindle during the freezing process.

13. C. Wood and P. Singer, “Whither Surrogacy,” Australia Medical Journal, as cited
in S. Downie, Babymaking: The Technology and Ethics (London (U.K.): The Bodley
Head, 1988), 144.

14. J. Glover et al., Ethics of New Reproductive Technologies: The Glover Report to
the European Commission (De Kalb: Northern Illinois University Press, 1989), 76.

15. P. Parker, “Effects of Surrogate Motherhood: Other Childbearing Options Need
Closer Study, Says Researcher,” Psychiatric News (18 May 1984), 10.

16. Ontario Law Reform Commission, Report on Human Artificial Reproduction and
Related Matters, Vol. Il (Toronto: Ministry of the Attorney General, 1985).

17. Infertility (Medical Procedure) Act 1984, Act No. 10163 (Melbourne: Victorian
Government Printing Office, 1984). This act outlaws commercial preconception
agreements and renders all such agreements void. United Kingdom, Surrogacy
Arrangements Act 1985, c. 49, ss. 1-5. This act renders commercial preconception
agreements a criminal offence.

18. R.A. Charo, “Legislative Approaches to Surrogate Motherhood,” Law, Medicine
& Health Care 16 (1988): 96-112.

19. S. Downie, Babymaking: The Technology and Ethics (London (U.K.): The Bodley
Head, 1988), 124.

20. Ibid., 159.

21. See, for example, Queensland, Australia, Report of the Speclal Committee
Appointed by the Queensland Government to Enquire into the Laws Relating to
Artifictal Insemination, In Vitro Fertilization, and Other Related Matters (Brisbane,
1984); Sweden, Barn Genon Befruktning Uthanfor Kroppenun (Swedish Governmental
Committee: In Vitro Fertilization) (Stockholm, 1985); United Kingdom, Report of the
Committee of Inquiry into Human Fertilisation and Embryology, Cmnd 9314 (London
(U.K.), 1984); Victoria, Australia, Committee to Consider the Social, Ethical and
Legal Issues Arising from In Vitro Fertilization, Report on the Disposition of Embryos
Produced by In Vitro Fertilization (Melbourne, 1982-1984); and Congregation for the
Doctrine of the Faith, Instruction on Respect for Human Life in Its Origin and on the
Dignity of Procreation: Replies to Certain Questions of the Day (Vatican City, 1987).
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22. See, for example, B.K. Rothman, “Reproductive Technology and the
Commodification of Life,” Women and Health 13 (1987): 95-100; S. Callahan, “No
Child Wants to Live in a Womb for Hire,” National Catholic Reporter (11 October
1985), 20; and Glover et al., Ethics of New Reproductive Technologies.

23. E. Thorne and G. Langner, “Expenditures on Infertility Treatment,” in U.S.
Congress, Office of Technology Assessment, Infertility: Medical and Soclal Cholces,
vol. IlII, Economics of Infertility (Washington, DC: OTA, 1988).

24. Charo, “Legislative Approaches to Surrogate Motherhood,” 97.

25. Denise Mounce, who died of a heart condition known as myocardial
hypertrophy, is believed to be the first gestational women to die during a
commissioned pregnancy. C. Gordon, “Secret Surrogate: Coroner Sees Negligence
After Heart Attack Kills Contract Mom,” Houston Chronicle (11 November 1987).

26. The infertile couple paid the agency £13 000, half of which was paid to Kim
Cotton (the gestational woman). At the time of birth, the Barnet Council authorities
intervened, and the child was made a ward of the court. The putative reason for the
intervention was to make sure that the commissioning couple were suitable parents.
The couple ended up paying an additional £11 000 in legal fees to get custody of the
child. See Downie, Babymaking, 133-35.

27. Child and Family Services Act, 1984, S.O. 1984, c. 55, s. 158(4), am. S.O.
1988, c. 4. By comparison, in Nova Scotia adoption records are sealed and are not
“open to inspection except upon leave of the county court or upon an order in
writing of the Minister.” Children’s Services Act, S.N.S. 1976, c. 8, s. 28(2), R.S.N.S.
1989, c. 68.

28. Adoption Act, R.S.P.E.l. 1988, c. A-4, s. 6.

29. Child and Family Services Act, 1984, ss. 131(3), 131(8), 133.
30. The Family Services Act, S.S. 1978, c. F-7, s. 52(4).

31. Child Welfare Act, S.A. 1989, c. C-8.1, s. 57(1).

Part 4. Oocyte Donation for Clinical Purposes:
Informed Choice

Unlike oocyte donation for research purposes, oocyte donation to help
another woman establish a pregnancy involves a donor and a recipient.’
The informed choice of both of these participants is of the utmost
importance as regards the moral acceptability of this intervention.

Current practice in Canada with oocyte donation is to obtain written
consent from both the donor and the recipient. The specifics of this
practice, however, vary from clinic to clinic. Although all clinics uniformly
identify the recipient as the infertile couple, some clinics identify the donor
as the woman who will actually donate the oocytes, while others consider
the woman and her male partner the donor.?

- In this paper the discussion of informed choice is limited to
considerations relevant to the couple as recipient and the woman as donor.?
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The informed choice of both the male and female partner of the recipient
couple is important, insofar as the woman and her partner should be in
agreement concerning the nature and objectives of the proposed
intervention, since both will bear the consequences of any decision made.
However, the consent to or refusal of the potential physical harms and
inconveniences of oocyte transfer is the sole prerogative of the female
partner of the recipient couple.

Conversely, there is no reason to involve the oocyte donor’'s male
partner in the decision-making process. The male has no property rights
to, or rights of disposal over, his partner’s reproductive cells. Thus, his
consent or refusal is not only unnecessary but completely irrelevant.

1. A description of the participants’ current medical status

The Female Recipient

There are several medical indications for assisted reproduction
through oocyte donation. These include® (1) primary ovarian failure where
there is no evidence of previous ovarian function; (2) premature ovarian
failure, which occurs in 1 percent of women under the age of 40;° (3)
iatrogenic ovarian failure as a result of ionizing radiation therapy or
chemotherapy radiation therapy; (4) gonadal dysgenesis; (5) surgical
castration; (6) extending reproductive potential to women over 40;° and (7)
ovarian inaccessibility where “contemporary methods of egg harvest are
inadequate to retrieve eggs from ovaries that otherwise seem to function
with reasonable normality.””

Other women for whom oocyte donation may be an option are women
who wish to avoid the transmission of autosomal dominant or sex-linked
genetic disorders to their offspring and for whom prenatal diagnosis is not
an option. An example of the former is Huntington’s chorea; an example
of the latter is Duchenne’s muscular dystrophy. Also, it is possible that a
woman who is a carrier for an autosomal recessive disorder such as Tay-
Sachs disease and whose partner is also a carrier for the same autosomal
recessive disorder may choose oocyte donation instead of sperm donation.

Women presented with the option of oocyte donation must clearly
understand why the proposed intervention is an option. This is important
because in some cases (for example, premature ovarian failure), the woman
cannot experience pregnancy and childbirth using her own ovum. In the
other cases (for example, the risk of a sex-linked or other genetic disorder)
the use of one’s own ovum remains possible with other strategies, such as
preimplantation diagnosis, as options. A clear understanding of one’s
medical diagnosis, therefore, informs one’s understanding of the available
alternatives.

The Donor

Oocyte donors are usually women undergoing in vitro fertilization and
embryo transfer (IVF-ET) who are willing to donate excess oocytes; women
undergoing elective sterilization or other abdominal surgery that provides
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easy access to the ovaries; or healthy volunteers — usually family members
or friends of the female recipients.

Of particular concern with respect to the potential donor’s medical
status is the absence of inheritable genetic disorders, sexually trans-
missible diseases (including human immunodeficiency virus (HIV)
infection), and psychological disorders. For this reason, potential oocyte
donors are usually screened to ensure that they are under the age of 35,
and have no family history of genetic disease, no sexually transmissible
diseases, no risk factors for HIV infection (or are not HIV positive), and no
apparent psychological disorders.

2. Information about the nature and objective(s) of the proposed
intervention, along with similar information about available
alternatives and adjunct interventions

Nature of Oocyte Donation

There are at least two well-documented technical approaches to
oocyte donation when the objective is to help a woman, unable to produce
her own healthy oocytes, to achieve a pregnancy. The first typically
involves superovulation, artificial insemination, uterine lavage, and embryo
transfer.® The potential harms to the donor with oocyte donation by uterine
lavage are so great, however, that few promote this method of oocyte
donation.’

This discussion is therefore limited to the second of the two technical
approaches. This usually involves superovulation, oocyte retrieval by
transvaginal ultrasound or laparoscopy, and IVF-ET, gamete intrafallopian
transfer (GIFT), zygote intrafallopian transfer (ZIFT), pronuclear stage
transfer (PROST), or tubal embryo stage transfer (TEST).!° With either
approach, the recipient has to be maintained on a synchronized hormonal
regimen'' or, alternatively, has to choose between oocyte freezing and
embryo freezing.

It is important for both the recipient and the donor to have a general
understanding of the various steps involved in oocyte donation and a
specific understanding of the medical interventions each will be involved in.
The recipient and donor should also be aware that oocyte donation can be
anonymous or non-anonymous. For example, at Toronto East General, the
recipient couple must provide their own donor. At Toronto Hospital General
Division, the donors are women in the IVF-ET program who agree to
donate excess oocytes. A recipient couple in the Toronto East General
program should be aware of the option of anonymous donation; similarly,
a recipient couple at Toronto Hospital General Division should be aware of
the option of non-anonymous donation.

Such information is of obvious importance to the recipient, who may
have a preference between anonymous and non-anonymous donation. This
may also be of particular importance to the potential non-anonymous donor
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who may feel obliged to consent to oocyte donation, unaware that the
option of anonymous donation is available to the recipient couple.

Finally, the recipient in particular must understand clearly that oocyte
donation is not sufficiently well established or understood to be offered as
a therapy for women unable to produce oocytes or to women with a
presumed or proven genetic defect in their oocytes. At best oocyte donation
qualifies as a non-validated practice, in which case it “should be conducted
in the context of a research project designed to test [its] safety or efficacy
or both.”?

Specifically, research is needed to improve understanding of “the size
of the window of endometrial receptivity,'® the optimal stage for transfer of
the conceptus, and the appropriate hormonal balance.”’* Research is also
required into the risk of HIV transmission and the long-term risks of intra-
familial donation. Finally, specific research is needed to understand the
social conditions conducive to oocyte donation and the circumstances
under which oocyte donation (particularly non-anonymous donation) is
contraindicated.'®

Alternatives to Oocyte Donation: The Recipient Couple

In addition to adoption and child-free living, alternatives to oocyte
donation (whether anonymous or non-anonymous, synchronized or cryo-
preserved) include a variety of medical interventions, the appropriateness
of which depends on the medical status of the couple (particularly the
female partner), among other factors.

If, for example, the female partner has premature ovarian failure, a
preconception agreement may be an option,'® albeit one that poses
additional ethical and social dilemmas. If the recipient couple is
considering oocyte donation to avoid the transmission of a sex-linked or
other genetic disorder, the available options include reproducing and
accepting the birth of a child who may be handicapped; reproducing,
seeking prenatal testing, and terminating the pregnancy if the fetus is
affected; and reproducing by means of IVF-ET and participating in research
on preimplantation genetic diagnosis (assuming, of course, that the couple
qualifies as a research subject).'”

Alternatives to Oocyte Donation: The Donor

Alternatives to oocyte donation for purposes of artificial conception
include oocyte donation for research purposes and no donation. Some
women have qualms about donating their oocytes to create children they
will have no knowledge of, but they are willing to donate them for research
purposes. Other women prefer not to donate their oocytes for either
research or clinical purposes, but rather to keep them for their own
possible pregnancies. This is particularly true of women in IVF-ET
programs who can choose to have their excess oocytes fertilized and frozen
for use in a subsequent unstimulated cycle.
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3. Information about the nature and the probability of the known and
possible consequences (i.e., benefits, harms, and inconveniences) of
the various options (i.e., the proposed intervention, alternative
interventions, and the option of no intervention)

The Recipient Couple

Oocyte donation, whether anonymous or non-anonymous, provides the
female partner of the recipient couple with a fertility alternative that
includes a chance of pregnancy and childbirth. The ultimate hoped-for
benefit for the couple is a healthy child. The likelihood of this benefit is
limited, however.

According to most recent published data from the United States
Registry, the take-home-baby rate with oocyte donation is just over
20 percent per transfer:

In 1989, 48 clinics reported performing IVF-ET with donated oocytes.

There were 328 patients who underwent 377 donor transfers. One

hundred nine (29%) of the donor transfers produced a clinical

pregnancy. Eighty-one (21%) live deliveries resulted, including 25 sets

of twins and 3 sets of triplets.!®

By comparison, the statistics in Canada are not documented. At least
five IVF programs offer oocyte donation as an adjunct intervention — the
Chedoke-McMaster IVF Program, the LIFE program (Toronto East General
Hospital), the Toronto Hospital IVF Program, the Toronto Fertility and
Sterility Institute, and the Institut de Médecine de la Reproduction de
Montréal Inc. Only the Chedoke-McMaster IVF Program provided
information about the success of their oocyte program; as of May 1991,
there had been eight cycles with oocyte donation and no pregnancies.'®

In addition to the hoped-for benefits of childbearing and childbirth,
there are different potential benefits with anonymous and non-anonymous
donation. With anonymous donation, privacy and confidentiality are
maintained more easily, and potential problems with parenting between the
donor and recipient can thus be avoided. With non-anonymous donation
on the other hand, there is “firsthand knowledge of the donor's phenotype,
personality, family, and social history.”*® To quote one recipient, “With my
sister’s eggs we are continuing the family’s bloodline — at least there is still
that connection with my parents and grandparents.”!

Not surprisingly the benefits of non-anonymous donation are by and
large the harms of anonymous donation and vice versa. For example, with
anonymous donation the oocytes do not come from “within the family,” and
this may be a significant harm for those who place a high value on genetic
inheritance and the “family gene pool.” Also there is the risk of genetic
disorders despite a negative history, as well as the possibility of a genetic
mismatch (while every effort is usually made to match the donor and the
recipient on the basis of phenotypic and ethnic similarities, choice is
limited and errors are possible).
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On the other hand, with non-anonymous donation, the relationship
between the donor and the child is of concern. There is the risk that the
donor may want a special role in the upbringing of the child; in some cases
this might even lead to a custody battle. The impact on a child’s own
identity formation is not known, nor is the impact on family relationships
following such arrangements. Alternatively, a donor who might otherwise
have provided care may withdraw.

Two other potential harms for the recipient couple are a function of the
method of oocyte donation chosen. With a synchronized cycle, the donor
and the recipient must start the cycle at the same time; if the donor’s cycle
must be cancelled (or if the donor is a woman in an IVF-ET program and
too few oocytes are collected), the recipient’s cycle must also be cancelled.
On the other hand, with the transfer of frozen and thawed donor oocytes
(or, as is more common, the transfer of frozen and thawed embryos created
from donor oocytes),?” success rates are lower. For example, a recent study
of forty cycles of donation showed that of

the [71] fresh embryos that were transferred to the recipients, 24 percent
were successfully implanted, as compared with only 7.7 percent of the
[91] frozen and thawed embryos (P<0.01). A pregnancy success rate of
37 percent per recipient cycle was observed in the recipients of fresh
embryos, as compared with a rate of only 16 percent in those receiving
frozen and thawed embryos (P<0.05).2%

Finally, the potential medical harms for the female recipient include
the harms commonly associated with the ART chosen for transfer purposes
(for example, IVF-ET, GIFT, ZIFT); the harms (i.e., medical complications)
typically associated with pregnancy (which increase with maternal age); and
the risk of HIV transmission from an unrecognized infected donor.

Currently, the risk of HIV infection is unknown. To minimize this
potential harm, the Interim Licensing Authority in Britain has advised IVF
centres

to test for HIV antibodies during the initial screening process and again

during the cycle in which the oocytes are collected, the two tests being
three months apart, in order to minimise the risk to patients.?

To this same end, the Canadian Fertility and Andrology Society and
the Society of Obstetricians and Gynaecologists of Canada have
recommended

insemination of the egg with freezing of the embryo for a period of

quarantine (while the egg donor is tested for the appearance of HIV

antibodies) or the immediate testing of donor blood for the AIDS virus
employing polymerase chain reaction (PCR) technology.?®

The Donor

For the three broad categories of potential oocyte donors — women
undergoing IVF-ET, women undergoing other medical procedures, and
healthy volunteers — the most significant potential benefit of oocyte
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donation is probably the psychological benefit that comes from helping
another woman establish a pregnancy. In addition, for some donors there
may also be direct financial benefit.?°

These potential benefits must be weighed against a number of
potential harms. First, there are the harms associated with the screening
process. For example, with genetic screening there is the possibility that
the donor may learn of a genetic risk factor she was previously unaware of.
This possibility must be discussed with the prospective donor, and a
decision should be made at the outset about what information the donor
wishes to be given following the screening.

There are also the potential harms associated with serological testing
for hepatitis B, syphilis, and HIV and with cervical cultures for gonorrhoea,
chlamydial infection, and herpes. One of the more serious of these harms
is disclosure to public health authorities if the prospective donor has a
sexually transmissible disease.

In addition, for some women there may be serious harms associated
with the psychological screening that is done to assess the prospective
donor’'s emotional and psychological well-being. Questions about any
history of sexual abuse or psychiatric disorders may constitute a grave
harm for some women.

Another category of harms consists of the potential medical harms and
side-effects associated with superovulation. Most significant is the risk of
severe hyperstimulation syndrome. There are also several potential minor
side-effects:  hot flushes, abdominal discomfort, weight gain, and
restlessness.?’

If the donor is undergoing IVF-ET, then the harms and discomforts
associated with superovulation are being incurred irrespective of any
decision to donate oocytes. As such, oocyte donation does not contribute
any additional potential harms. If the prospective donor is not undergoing
IVF-ET, however, the potential harms of ovulation enhancement are de
novo and must be explained as such.

Third, for donors other than women in an IVF-ET program, there is the
potential harm of inadvertent pregnancy. This may occur if one or more of
the oocytes is not retrieved successfully and the donor is sexually active
and barrier methods of contraception fail. For some women this risk may
entail the harms associated with termination of pregnancy.

Fourth, there is the inconvenience of monitoring and the potential
harms of oocyte retrieval (whether by laparoscopy or transvaginal
ultrasound-guided follicle aspiration).”® Most commonly,

[wlomen undergoing ultrasound-directed egg recovery may notice a small

amount of blood in their urine or from their vagina for a day afterwards.

This is quite common and should not cause concern.

Laparoscopy carries the usual minor risks and side-effects of any
procedure requiring a general anaesthetic. Most women have very little
discomfort and no pain after laparoscopy. Some women experience
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soreness in the stomach, chest or shoulders, or vaginal bleeding for a
few days after the operation.

If the prospective donor is an IVF-ET participant, no additional
physical harms are incurred in choosing to become a donor. If the
prospective donor is a woman seeking elective sterilization, however, or a
woman undergoing other surgery that provides easy access to the ovaries
(and the oocyte retrieval is done at the same time as the surgery), there
may be increased minimal risks during the egg retrieval procedure (e.g.,
lengthening of the surgical procedure). If the potential donor is neither an
I[VF-ET participant nor a woman undergoing some other medical procedure,
then the potential harms are de novo and must be explained as such.

A fifth potential harm, one that is specific to women who are
undergoing IVF-ET, is the possibility that the recipient may conceive while
the donor may not:

While all donors may enjoy the psychological benefits of knowing they
have helped another infertile couple by donating eggs, the psychological
effects of successful egg donation by an infertile woman who fails in her
own attempt at IVF are less well established.*

To minimize the psychological harm that may come of knowing one
has helped to create a child while remaining childless, many clinics do not
disclose the results of donations to the donors. Donors must be apprised
of this fact prior to donation.

A sixth potential harm is that the donor may later regret her decision
to donate and have a number of concerns about the possibility of there
being a child genetically related to her which she has no knowledge of or
responsibility for.

Finally, it is important for both the donor and the recipient to
appreciate that, in the abstract, the benefits and harms of oocyte donation
accrue to different people. Most of the potential benefits are to the
recipient, while most of the potential harms are to the donor.

4. Information about the qualifications and experience of the various
team members

Oocyte donation is a relatively new ART. It was only in 1984 that
Lutjen et al. reported the first human pregnancy from an IVF donor,*" and
the first baby conceived in Canada with a donated oocyte was born in July
1990 (LIFE program at Toronto East General Hospital).®> Canadian
experience with oocyte donation is limited, and such data as are available
on success rates do not compare favourably with international data.

Prospective oocyte donors and recipient couples must be apprised of
this fact and given accurate information about the qualifications and
experience of all of the team members, as this has a direct effect on success
rates.
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5. Information about the costs involved

Insofar as the recipient couple is concerned there is no cost for oocyte
donation per se. The costs involved are those for the ART chosen for the
transfer of gametes or embryos.®® In part, there is no additional cost
because oocyte donors generally are not reimbursed in Canada (which is
presumably a cost the recipient would ultimately pay).>* In the United
States, by contrast, oocyte donors are paid as much as $1 500 per
donation.*®

Information about reimbursement, or rather lack thereof, must be
disclosed to prospective oocyte donors, particularly as some donors might
reasonably expect to be reimbursed “for expenses, time, risk, and
inconvenience associated with the donation.”® In Ontario, for example,
sperm donors are usually paid $25 to $50 per donation. Oocyte donation
is more difficult and riskier than sperm donation; it would not be
unreasonable, therefore, for female donors to expect compensation greater
than that typically offered male donors. It seems, however, that women are
expected to be altruistic — to participate “in the spirit of sharing” and to
“help those less fortunate.” Women must be informed of this discrepancy
since this may influence their decision to participate in oocyte donation.

6. Additional information that may assist the prospective
participants to make an informed choice

The Recipient Couple

Canadian experience with oocyte donation is very limited. For this
reason, it is particularly important that recipient couples be given as much
additional information as possible about the various factors that may affect
the pregnancy rate with oocyte donation. For example, recent evidence
suggests that whereas the age of the female recipient does not appear to
influence the success rates of oocyte donation,” younger donors are
associated with higher pregnancy rates in their recipients.*® This
information must be disclosed to potential recipients, enabling them to
choose a younger donor if one is available. Another relevant consideration
is that when the donor is a woman in an IVF-ET program, the donated
oocytes “tend to be the least desirable morphologically, as the oocytes with
the best morphology are saved for the IVF patient.”® This information may
influence a woman'’s choice of donor.

In addition to further information about the likelihood of “success,” it
is important to share information about the many questions that remain
unanswered with oocyte donation:

Does biological relatedness influence one’s ability to love a child ... to
accept a child’s limitations? What should potential parents know about
an anonymous donor? Is it acceptable to use a known donor? A
relative? Who should be told about the donor? Will the child’s means
of conception be a stigma? What will the child want to know about the
donor? If the child knows (about) the donor, will the knowledge be
enlightening or confusi<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>