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On December 15, 2004, the Quebec government filed a reference with 
the Quebec Court of Appeal in which it challenged the constitutionality 
of the Assisted Human Reproduction Act (AHR Act),l specifically sections 
8-19, 40-53, 60, 61, and 68. In support of this challenge, the Quebec 
government obtained an expert report from Professor Bartha Maria 
Knoppers and Ms Petit. In response, the federal government solicited 
an expert report from me in which I argued that federal legislation was 
needed to protect and promote public health, safety, and morality for 
current and future generations of Canadians through the pursuit of 
ethical and therapeutic science and technologies. 

Arguments presented to the Quebec Court of Appeal in support of 
the constitutional validity of the AHR Act did not succeed. The Court 
held that all of the challenged provisions were unconstitutionaP In the 
wake of this advisory opinion, the Government of Canada appealed to 
the Supreme Court of Canada (SCC). The SCC handed down its ruling 
on December 22, 2010.3 In a 4-4-1 decision, it determined that many (but 
not all) of the challenged provisions were ultra vires the federal govern
ment. Below is my expert report, which is cited in the SCC decision. 

Statement of Expertise 

I am a philosopher with ethics expertise on assisted human reproduc
tive technologies, genetic technologies, and embryo research. This 
expertise dates back to the mid[-]1980s and in.cludes both academic 
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research and national policy work. Some of the work is briefly detailed 
below in chronological order. 

From 1987 to 1988, I was Academic Secretary for the Medical 
Research Council of Canada Working Group on Guidelines for Somatic 
Cell Gene Therapy (the Working Group was chaired by Dr. Patricia 
Baird,] who later chaired the Royal Commission on New Reproductive 
Technologies).4 In 1989, I completed my Philosophy PhD dissertation 
on "The Ethics of Ex Utero Research on 'IVF' Human Embryos[.]" In 
the dissertation, the main chapter of which is published in Bioethics,~ 

I introduced a novel ethical distinction between viable and non-viable 
human embryos. 

In 1990 and 1991, I was a consultant to the University of Western 
Ontario research team on early Pre-Implantation Cell Screening- the 
first Canadian site to do research on pre-implantation genetic diag
nosis. In 1991, I was a consultant to the Royal Commission on New 
Reproductive Technologies. My work on informed choice is included 
in Volume 1 of the Commission's Research Studies.6 

From the mid[-]1990s onward I developed an independent peer
reviewed research program with funding primarily from: Associated 
Medical Services Inc., the Social Science and Humanities Research 
Council of Canada, the Canadian Institutes of Health Research, and the 
Stem Cell Network, a member of the Network of Centres of Excellence 
program. This research has focused on women's reproductive health, 
the ethics of research involving women, embryo research, gene transfer 
research, stem cell research, human cloning, and obligations to future 
generations. 

In tandem with this research, I continued to be involved in national 
policy work. For example, from 1994 to 1997 I was a member of the 
Ethics Committee of the Society of Obstetricians and Gynaecologists 
of Canada and from 1997 to 1998 I was a Consultant with the Soci
ety of Obstetricians and Gynaecologist[s] of Canada and the Canadian 
Fertility and Andrology Society on their Joint Policy Statement: Ethical 
Issues in Assisted Reproduction? From 1998 to 2000 I was a member of 
the National Council on Ethics in Human Research. 

On the strength of this record, in January 1999, I was invited to testify 
before the US National Bioethics Advisory Commission on the ethics of 
embryonic stem cell research. 8 ' 

In the same year, I was appointed by the Governor in Council to the 
Canadian Biotechnology Advisory Committee.9 I then served on the 
Science and Industry Advisory Cornrn!ttee of Genome Canada from 
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2000 till 2003. In the Fall of 2000, I was named to the Canadian Insti
tutes of Health Research (CIHR) Ad hoc Working Group on Ste1n Cell 
Research and I co-authored the guidelines published in 2002.1° From 
2001 to 2004 I was a member of the CIHR Governing Council appointed 
by the Governor in Council (prior to this I completed a year of service 
in 2001 on the CIHR Genetics Institute Advisory Board). 

From 2002 to 2004, as the federal legislation on assisted human repro
ductive technologies and related research was being developed, I was 
consulted by Health Canada on various aspects of Bill C-6 (formerly 
Bill C-13; formerly Bill C-56) . I also testified, by invitation, in support of 
the draft legislation before the Standing Committee on Health and the 
Senate Committee on Social Affairs, Science and TechnologyY Since the 
Assisted Human Reproduction Act received Royal Assent March 29, 2004, 
I have continued to be consulted by the government of Canada on vari
ous aspects of the legislation. 

In 2004, I was awarded a Canada Research Chair in Bioethics and 
Philosophy to explore fundamental philosophical questions concern
ing our obligations to future generations in the development and use 
of biotechnologies.12 

It is on the basis of this extensive and wide[-]ranging academic 
research and national policy experience that I offer the following opin
ion. I have read the decret #73-2006 of February 14, 2006 "Renvoi ala 
Cour d' appel du Quebec relatif ala Loi sur la procreation assistee" (L.C. 
2004, ch. 2) and the expert report (both the original French text and the 
English translation) filed by Professor Knoppers and Ms Petit. The pur
pose of my ethics expert report is to answer this report. 

Introduction 

Franc;oise Baylis, PhD 
Professor and Canada Research Chair in 

Bioethics and Philosophy, 
Dalhousie University 

The Province of Quebec has challenged the constitutionality of the 
Assisted Human Reproduction Act (hereafter, the AHR Act),13 specifi
cally Sections 8-19, 40-53, 60, 6t and 68. From an ethical perspective 
this challenge is deeply problematic as the federal legislation is clearly 
needed to protect and promote public health, safety, and morality for 
current and future generations of Canadians through the pursuit of 
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ethical and therapeutic science and technologies . This need is articu
lated by the Commissioners of the Royal Cmnmission on New Repro
ductive Technologies (including Professor Knoppers)14 and echoed 
in subsequent Health Canada documents, parliamentary committee 
reports, an open letter from Canadian health care ethics and health law 
experts, and the legislation itself. 

In the 1993 Final Report of the Royal Commission on New Rep rod uc
tive Technologies, Proceed With Care, the following statement appears: 

Given what we have learned through extensive consultation, data collec
tion, and analysis over the life of our mandate, we share the widely held 
public view that new reproductive technologies raise issues of a magnitude 
and importance that not only warrant but require a national response. We 
reject the argument that new reproductive technologies as a general matter 
should continue to be subdivided into component parts and left to the pro
vincial legislatures, or delegated to self-governing professional bodies, for 
regulation on a province-by-province or even an institution-by-institution 
basis. Considering the overarching nature, profatmd importance, and ftm
damental inter-relatedness of the issues involved, we consider that federal 
regulation of new reproductive technologies -tmder the national concern 
branch of the peace, order, and good government power, as well as under 
the criminal law, trade and commerce, spending, and other relevant federal 
constitutional powers- is clearly warranted.15 [emphasis added] 

The Commissioners re-emphasize the point in concluding their report 
and recormnending criminal legislation including federal regulatory 
oversight: 

We have judged that certain activities conflict so sharply with the values 
espoused by Canadians and by this Commission, and are so potentially 
harmful to the interests of individuals and of society, that they must be 
prohibited by the federal government under threat of criminal sanction. 
These actions include human zygote/ embryo research related to ectogen
esis, cloning, animal/human hybrids, the transfer of zygotes to another 
species, or the maturation and fertilization of eggs from human fetuses; 
the sale of human eggs, sperm, zygotes, fetuses, and fetal tissue; and 
advertising for or acting as an intermediary to bring about a preconcep
tion arrangement, receiving payment or any financial or commercial bene
fit for acting as an intermediary, and making payment for a preconception 
arrangement.16 [emphasis added] 
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In 1996, with the introduction of Bill C-47, the Human Reproductive 
and Genetic Technologies Act, Health Canada published New Reproductive 
and Genetic Technologies: Setting Boundaries, Enhancing Health outlining 
the government's intention to introduce a regulatory framework. The 
following statement, explaining the purpose of the legislation, appears 
in this document: 

The major objectives of the new legislation are the following: first, to pro
tect the health and safety of Canadians in the use ofhwnan reproductive materials 
for assisted reproduction, other medical procedures and medical research; second, 
to ensure the appropriate treatment of human reproductive materials out
side the body; and third, to protect the dignity and security of all persons, 
especially women and children. These goals are best accomplished through 
legislation where certain practices are criminalizedY [emphasis added] 

In May 2001, the Minister of Health presented the Standing Com
mittee on Health with a draft legislative proposal -- Bill C-56, An Act 
Respecting Assisted Human Reproduction - for review and discussion. 
At this time, Health Canada published "Frequently Asked Questions" 
and directly addressed the purpose of federal legislation in the area of 
assisted human reproduction: 

Why is the federal government legislating in this area- isn't it an area 
where the provinces have control? The draft legislation is founded upon the 
federal responsibility for criminal law, as is other federal health protection legisla
tion such as the Food and Drug Act and the Tobacco Act. In Canada, the courts 
have affirmed that the criminal law power will support the creation of 
prohibitions which serve a public purpose, including public peace, order, 
security, health and morality. The draft legislation on assisted human 
reproduction contains prohibitions pertaining to a number of unaccep
table activities including cloning and commercial surrogacy. The proposal 
that is now before the Standing Committee on Health is the result of consultations 
with the provinces and territories, as well as with numerous stakeholder groups 
and concerned members of the public. A consensus exists that the Government of 
Canada should provide leadership by putting in place a legislative framework that 
would ensure consistency of measures governing assisted human reproduction. 

Which activities would be regulated? One of the main purposes of 
the regulations would be to protect the health and safety of Canadians -
particularly of women and of the children who are born through assisted 
human reproductive procedures.18 [emphasis added] 
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Later the same year, in December 2001, the House of Commons 
Standing Committee on Health issued the following recommendations: 

The Minister of Health introduce legislation on assisted human reproduc
tion and related research as a priority. 

The Preamble be replaced by a Statutory Declaration enacted in the 
body of the legislation. 

The Statutory Declaration set forth the following guiding principles: 
... (f) human reproductive technologies provide benefits to individuals, 

families, and society in general; (g) those benefits can be most effectively 
secured by taking appropriate measures for the protection and promotion 
of human health, safety, dignity, and rights in the use of such technologies .19 

[emphasis added] 

And, correspondingly, Bill C-13 (as reported to the House on December 
12, 2002), later Bill C-6, and finally the AHR Act (as assented to March 
29, 2004) declare: 

2(b) the benefits of assisted human reproductive technologies and related 
research for individuals, for families and for society in general can be most 
effectively secured by taking appropriate measures for the protection and pro
motion of human health, safety, dignity and rights in the use of these technologies 
and related research. [emphasis added] 

Significantly, the general purpose of Bill C-13 found favour with 
health care ethics and health law academics and consultants in Canada 
who, in an open letter dated October 26, 2003, applauded the Govern
ment for introducing the assisted human reproduction legislation and 
insisted that "the safety and well-being of Canadian women and chil
dren depends upon them passing the legislation now."20 Never before, 
or since, have members of the Canadian bioethics community taken a 
public stance on a matter of bioethical import. 21 

In sum, extensive studies and reports (including a Royal Commis
sion) have concluded that the legislation now being challenged by the 
Province of Quebec is needed to protect and promote public health, 
safety and morality. This conclusion not only remains valid today, but is 
even more urgent and persuasive given the changing technology land
scape, and the current political and economic climate. 

To explain, assisted human reproduction is different from other med
ical technologies and areas of research insofar as reproduction plays 
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a central role in the lives of women, families, and society. As a result, 
it is anticipated that assisted human reproduction will have a direct 
impact on: women's reproductive health and well-being, particular 
groups of women, children, family structure, people with disabilities 
and society in general in terms of our understanding of how we relate 
to each other. Second, the ever expanding range of available tech
nologies requires us to confront profound moral questions about the 
extent to which human life can be created, manipulated, redesigned 
and commodified. Third, the risks associated with assisted human 
reproductive technologies and related research are serious, new, and 
complex, not only for those who access the technologies or participate 
in the research, but for all Canadians given the potential use of these 
technologies to alter ftmdamental species characteristics and thereby 
call into question our understanding of personhood and humanness. 
Fourth, the potential commercial opportunities in this area of practice 
and research allow unusual threats of conflict of interest on the part of 
clinicians and researchers. These concerns, taken together, underscore 
the need for federallegisla tion. 

Outline 

The ethical argument in defence of the federal government's decision to 
legislate in this area is in three parts. 

Part One explains how federal oversight of assisted human reproduc
tive technologies and related research is necessary for both principled 
and practical reasons to protect and promote public health and safety 
for all Canadians, especially women and children (irrespective of their 
place of residence).22 Further, Part One explains the need to protect and 
promote public morality especially in relation to the commercialization 
and commodification of human reproduction, human reproductive 
materials and human embryos. The alternative to federal legislation- a 
fragmented, variable, province-by-province-by-territory approach - is 
morally unsound. As explained below, diversity among the provinces 
and territories in regard to the regulation of assisted human reproduc
tive technologies and related research is contrary to the health and 
safety interests of Canadians, and to Canadian social values- i.e., "the 
ideals that we as a society espouse and consider fundamental to our 
ability to thrive both individually and collectively."23 

Part Two explains why the provincial "multi-institutional regula
tory partnership" constructed by Professor Knoppers and Ms Petit 
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is not a sound alternative to the current federal legislation. Part Two 
also draws attention to the fact that Professor Knoppers herself else
where concedes that the federal government has jurisdiction in this 
area. Indeed, in places she has even advocated for the exercise of this 
jurisdiction (both through controlled and prohibited activities).24 It 
follows that her expert report can only be taken to be presenting an 
alternative approach to federal legislation. The existence of an alterna
tive approach, however, does not in any way undermine the claim of 
federal jurisdiction. 

Part Three highlights the moral foundation for the current federal 
legislation. The AHR Act is the fruit of an unprecedented, comprehen
sive, public consultation initiated in the late 1980s and culminating in 
the 1993 Final Report of the Royal Commission on New Reproductive 
Technologies, Proceed with Care. 25 Canadian social values, as recorded 
in the Commission's Final Report (and reaffirmed in subsequent par
liamentary committee reports, government policy papers, as well as 
expert testimony before the Standing Committee on Health), underpin 
the current federal legislation. 

1. The Need for Federal Oversight of Assisted Human 
Reproductive Technologies and Related Research to 
Protect and Promote Public Health, Safety and Morality 

The AHR Act is needed to protect and promote the public health and 
safety of current and future generations of Canadians through the 
pursuit of ethical and therapeutic science and technologies . Indeed, 
the development and use (or non use) of assisted human reproduc
tive technologies and the pursuit (or non pursuit) of related research 
raise significant public health and safety concerns that need to be 
addressed in a comprehensive and consistent 1nanner. To briefly 
illustrate this point, consider the risk of zoonosis- the transfer of an 
infectious disease from nonhuman animals to humans -when cre
ating interspecific hybrids, transgenics or chimeras.26 This is a sig
nificant public health and safety concern that knows no geopolitical 
boundaries. No less significant a public health risk is sex selection 
for non-medical reasons, as this could alter the usual ratio of boys to 
girls . Indeed, in India and China where sex Cletermination followed 
by female foeticide, infanticide and homicide is practiced, there is a 
significant imbalance in the boy-girl ra tio27 as well as an increase in 
gender discrimination. 
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Second, the AHR Act is also needed to safeguard Canadian social 
values. Assisted human reproductive technologies and related research 
raise profound moral questions about the extent to which human life 
can be created, manipulated, redesigned and commodified, and the 
answers to these questions have profound implications for the val
ues of respect for human life and human dignity. For example, while 
the possibility of human cloning to produce children raises important 
health concerns, it is the ethical issues and the anticipated social and 
legal consequences that are most troubling and that render policy
making about human cloning a federal priority. The same can be said 
of commercial surrogacy (i.e., contractual pregnancy) where, for a fee, 
a woman agrees to become pregnant and bear a child for another. She 
does so not only at increased health risk to herself, but in a context of 
increased risk of coercion and exploitation for all women. In addition, 
there are worries about the commodification of human reproductive 
labour as well as the commodification of human reproductive materi
als and embryos. 

The AHR Act addresses these public health, safety and morality con
cerns by enacting clear prohibitions and by introducing a federal regu
latory framework for the responsible and ethical use of those assisted 
human reproductive technologies and services that are permitted. 

1.1 The Appointment of a Royal Commission on 
New Reproductive Technologies 

In the late 1980s, the Canadian government established a Royal Com
mission on New Reproductive Technologies (Commission) with a broad 
and expansive mandate. In its own words, the Commission understood 
its mandate as follows: 

The appointment of a royal commission was an opportunity to collect 
much-needed information, to foster the public awareness and debate that 
are necessary to create an informed social consensus, and, above all, to 
provide a principled framework for Canadian public policy on the use 
or restriction of these technologies. The Commission was thus placed 
squarely in the gap between technological development and policy devel
opment, with the task of helping to close it.28 

A royal commission's role is to clarify facts and issues, to analyze 
them from an ethical and social perspective, and to make principled 
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recommendations chosen from among clearly described alternatives. The 
over-riding goal of the Royal Commission on New Reproductive Technol
ogies was to do this for the consideration of the Government, Parliament, 
and the people of Canada.29 

After several years of research, consultation and deliberation, the 
Commission concluded that the individual and collective interests of 
Canadians were best served by developing comprehensive policies and 
regulations at the federal level. 

... the research, development, and use of new reproductive technologies 
involve national concerns that cut across social, ethical, legal, medical, 
economic, and other considerations and institutions. This characteristic of 
new reproductive technologies generates the needs for a distinct regula
tory and organizational response- one capable of responding to and deal
ing with the issues in a comprehensive way.30 [emphasis added] 

The following are among the many reasons given by the Commission 
for the broad national framework it proposed: 

Canada's response to reproductive technologies 1nust reflect consti
tutional values with respect to promoting equality and accommodating 
diversity, in the overall context of establishing congruence and consist
ency with Canadians' values and priorities and Canada's changing 
social fabric. 

Finally, no existing legislation or regulatory regime is broad enough 
and no public or private organization is equipped or has demonstrated 
the capacity to deal with these questions in the comprehensive, timely 
fashion we believe is necessary. 31 

1.2 The Need for Federal Oversight, and the Problems 
with Independent Provincial or Territorial Oversight 

Over the course of its mandate, the Commission was repeatedly 
reminded "of the dangerous and inequitable situation created by the 
existing patchwork of laws, standards, programs, and services across 
Canada"32 [emphasis added]. The AHR Act corrects this problem by 
ensuring a pan-Canadian approach to the regulati'on of assisted human 
reproduction and related research. The AHR Act introduces minimum 
federal safety and ethical standards for controlled activities . These regu
lations apply in all provinces and territor,ies, except for those provinces 
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that: "agree in writing that there are law of the province in force that 
are equivalent to those sections and the corresponding provisions of 
the regulations."33 

The most significant problem with independent provincial or ter
ritorial oversight is reproductive and scientific tourism. Indeed, the 
need for comprehensive, coherent, harmonized standards of practice 
across the country to discourage any form of reproductive tourism 
was identified by the provinces and territories in consultation with 
Health Canada as a reason for federal leadership.34 In the realm of 
therapy, the AHR Act seeks to prevent an interprovincial and territo
rial human resource drain (which could result in shortages not only 
for assisted reproduction but also for basic reproductive care) by 
eliminating the incentive for clinicians to move to another province 
or territory simply to practice in a place with no rules or "less oner
ous" rules. In the realm of research, the AHR Act seeks to avoid simi
lar mobility issues for researchers and research sponsors and achieves 
this for human embryo research (whether the research involves the 
use of human reproductive materials for the purpose of creating 
an embryo (including a transgenic embryo), or research on existing 
embryos), by having this be a controlled activity for which a license is 
required. This is an important achievement given emerging evidence 
in the United States of the ways in which a regulatory patchwork of 
research policies can affect the mobility of stem cell researchers inter
ested in embryo research. Indeed, a recent study shows that research
ers are being actively solicited to relocate to countries and states with 
permissive embryonic stem cell research policies.35 In_ addition to the 
issue of mobility, there is the issue of standards. With research involv
ing humans it has already been noted that "if provinces and territories 
continue to vary in their oversight of research, we will likely see a 'race 
to the bottom' as research sponsors will disproportionately situate 
research in jurisdictions perceived to be the most 'research friendly' 
or, put differently, with the lowest standards."36 The same risk applies 
to human embryo research. 

Consider now the public health, safety and morality protection and 
promotion aspects of some of the sections of the AHR Act contested by 
the Quebec government. 

Section 8 of the AHR Act requires written consent from gamete 
donors to use reproductive material (from a live donor or from a 
donor's body after death) to create an embryo, as well as written con
sent to use in vitro embryos. This requirement is clearly in the interest 
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of those who use assisted humarl reproductive technologies. Without 
this federal legislation, the disposition of reproductive materials and 
in vitro embryos might not be under the legal control of the gamete 
providers, but under the legal control of IVF dinic directors. Persons 
unable to produce their own gametes might seek out clinic directors 
prepared to give them donor gametes with no attention being paid to 
the wishes of the donors. Also, without the current federal legislation 
(with its coherent set of national norms) moribund patients or corpses 
might be transported from one province or territory that would pro
hibit the posthumous use of reproductive material to create an embryo, 
to another province or territory that would allow this practice. In nei
ther scenario would the public health, safety, and morality interests of 
Canadians be protected or promoted. 

Section 9 prohibits obtainirlg gametes from minors (i.e., persons 
under 18 years of age) "except for the purpose of preserving the sperm 
or ovum or for the purpose of creating a human being that the person 
reasonably believes will be raised by the donor."37 Without the federal 
legislation that is currently being challenged, there might be no age 
limit and young girls at the age of menarche might be approached to 
donate gametes for others' reproductive or research use. This could 
hardly be consistent with their health and safety interests, especially 
when one considers both the short- and long-term health risks of 
ovulation induction and oocyte retrieval. One reasonably well-docu
mented short-term risk of ovulation induction is ovarian hyperstim
ulation syndrome (OHSS). Mild forms of OHSS include: "transient 
lower abdominal discomfort, 1nild nausea, vomiting, diarrhea, and 
abdominal distention (observed in up to a third of superovulation 
cycles)."38 These symptoms may persist or worsen resulting in seri
ous illness marked by one or more of the following: "rapid weight 
gain, tense ascites, hemodynamic instability (orthostatic hypotension, 
tachycardia), respiratory difficulty, progressive oliguria and labora
tory abnormalities . Life-threatening complications of OHSS include 
renal failure, adult respiratory distress syndrome (ARDS), hemor
rhage from ovarian rupture, and thromboembolism."39 The long-term 
risks to women of OHSS are less well documented, but there are two 
studies that suggest a link between ovarian stimulation and ovarian 
cancer.40 In addition to these physical risks, there are the twin risks of 
coercion and exploitation. Taken together, these risks speak loudly to 
the need for clear, legislated limits on the permissible as fow1d in the 
AHRAct. 
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Section 10 provides the framework for the regulations concern
ing the alteration, manipulation, treatment, use, obtention, storage, 
transfer, destruction, import or export of human reproductive mate
rials and in vitro embryos in order to address the health and safety 
risks associated with these procedures. Consider the option of cry
ostorage of excess embryos (i.e., embryos in excess of the maximum 
for transfer in a single cycle) . Women who undergo the painful and 
risky procedure of ovarian stimulation as part of infertility treatment 
in the hope of building a family have a strong interest in cryopre
serving embryos that are not transferred in the original stimulated 
cycle.41 Failure to cryopreserve embryos for future reproductive use 
means: (i) an increase in the number of uncomfortable, painful or 
risky procedures that women undergo in pursuit of their reproductive 
project (physical harms); (ii) an increase in the psychological stress 
associated with the use of assisted human reproductive technologies 
(psychological harm); (iii) a decrease in the chance of pregnancy (psy
chological and social harm); (iv) an increase in the social disruption 
associated with the use of assisted human reproductive technologies 
(social harm); and (v) an increase in the financial burden of infertil
ity treatment (economic harm).42 It is important that the regulations 
pursuant to the AHR Act protect and promote the health and safety 
of women whilst safeguarding them from the twin risks of coercion 
and exploitation by researchers who would prefer that women donate 
their fresh embryos to research instead of cryopreserving them for 
later reproductive use.43 

Section 11 provides the framework for regulations concerning the 
combination of "any part or any proportion of the human genome 
specified in the regulations with any part of the genome of a spe
cies specified in the regulations ."44 Without the AHR Act transgenic 
research might go unregulated and this could result in serious pub
lic health consequences (consider, for example, the possibility of 
zoonosis). 45 Research that involves crossing species boundaries is not 
only potentially dangerous, it is also ethically controversial. Many 
perceive this research as a threat to human dignity because it raises 
fundamental questions about who we are and will become as a spe
cies. Allowing unregulated transgenic research would be clearly 
inconsistent with the public health, safety, and morality interests of 
Canadians. 

Section 12 is about setting limits on reimbursement for expenditures 
incurred in relation to gamete donation or embryo transfer as well 
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as surrogacy (i.e., contract pregnancy). The purpose of limiting reim
bursement (in addition to prohibiting outright payment for reproduc
tive materials and services), is to further minimize th~ commodification 
of women's reproductive materials and reproductive labour as well as 
minimize the risks of coercion and ~xploitation. Without this legislation, 
reimbursement or payment practices in some provinces or territories 
might make gamete and embryo selling as well as contract pregnancy 
very attractive options for some women who will be at increased risk 
of commodification. In turn, this commodification can lead to objecti
fication and exploitation because where there is a market for gametes, 
embryos or contract pregnancy women in certain economic conditions 
may "agree to use their bodies in ways that demean their humanity."46 

The Commission writes most eloquently on this point with specific 
reference to contract pregnancy: 

Allowing or ignoring the practice of preconception agreements in one 
province while it is prohibited elsewhere would have a harmful impact, 
not only on gestational mothers and other women in the province in 
question, but on Canadian women generally. Such permissiveness in one 
jurisdiction - quite apart from the "reproductive tourism" it would 
encourage- would convey tacit acceptance, or even affirmative state sanc
tion, of a practice that is likely to tmdermine the value, dignity, reproduc
tive capacity, and bodily integrity of Canadian women. Again, because of 
the great mobility of Canadians, failure to impose adequate controls on 
the safety of assisted conception technologies in one province or region 
would inevitably have social, health, and economic consequences as those 
affected moved elsewhereY 

Section 13 establishes the need for uniform high quality standards for 
the clinics and research facilities where assisted human reproductive 
technologies are provided and related research is conducted. Canadian 
families, women and children are entitled to access high quality treat
ment and research premises across the country. Indeed, their health and 
safety depends on it. 

Section 14 mandates the collection of health reporting information 
from persons providing human reproductive material and in vitro 
embryos. This mandatory reporting of health information on a national 
scale is crucial to the public health and safety of Canadians as this 
means data will be available on the basis of which to assess safety, effi
cacy and effectiveness. 
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Section 15 addresses privacy issues. More specifically, it aims to 
protect the personal identity of persons providing health reporting 
information. The promise of anonymity means that gamete donors 
are not at risk of having parental responsibilities for genetic offspring 
with whom they have no social, familial ties . It also means, however, 
that children born of donor gametes can only have access to non
identifying health information about the donor. The balance of harms 
and benefits in relation to this issue remains contested; for now the 
legislation serves to ensure a consistent approach across the country 
which arguably is preferable to the current situation in Canada with 
adoption. 

Sections 16 to 19 deal with a range of issues concerning access to 
health reporting infonnation, the destruction of such information, 
the destruction of h"Lnnan reproductive material, the maintenance of 
a health information registry, the use of information in the registry, 
the disclosure of such information, and so on. These issues are abso
lutely critical to the public health, safety, and morality interests of 
Canadians. It is only through careful, comprehensive, standardized, 
national reporting and data analysis that we can come to understand 
the long-term safety, efficacy and effectiveness of various interven
tions and identify risks to public health and safety, or possible human 
rights abuses . Mandating health reporting information from all clinics 
across the country ensures the largest, most reliable database (which 
is needed to develop sound, evidence-based standards of care). It also 
permits identification of clinics that have unusually high incidence of 
poor health outcomes which may indicate that they are engaging in 
excessively risky interventions. Also, with a national registry there can 
be important economies of scale. Considerable public resources are 
required to develop and maintain a health information registry, a mon
itoring system, a cadre of expert inspectors, etc. Resources saved in this 
context, might be available to respond to other public health needs. 

In swn, a fragmented, variable, province-by-province-by-territory approach 
to the regulation of assisted human reproductive technologies and related 
research raises important health and safety concerns for Canadians (especially 
women and children) and potentially undermines the dignity and rights of 
Canadians. In contrast, the AHR Act serves to protect and promote public 
health, safety, and morality for current and future generations of Canadians. 
It does so by introducing comprehensive, coherent, harmonized standards of 
practice across the country for both therapy and research involving assisted 
hwnan reproductive technologies. 
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2. A Multi-Institutional Regulatory Partnership 
as an Alternative to Federal Legislation 

The expert report prepared by Professor Knoppers and Ms Petit 
describes a "multi-institutional regulatory partnership" in Quebec 
for the regulation of assisted human reproductive technologies and 
related research. This regulatory parh1ership involves the provincial 
government, provincial professional organizations, local research eth
ics boards (REBs), and the provincial research funding organization, 
Fonds de la recherche en sante du Quebec. Professor Knoppers and Ms 
Petit suggest that together these provincial "institutions" provide suf
ficient regulatory oversight. 

Below I carefully review the regulatory partnership approach. First, 
I critically examine the limitations of provincial legislative action, as 
well as administrative and institutional actions . I then summarize the 
problems with relying on provincial professional organizations' ethics 
codes and guidelines. Next, I rehearse some of the problems with the 
role of research ethics boards (REBs), and then I identify the problem of 
conflict of interest with the Fonds de la recherche en sante du Quebec. 
Finally, I comment on the apparent inconsistency in Professor Knop
pers' views on the regulation of assisted human reproductive technolo
gies and related research. 

2.2.1 Provincial Legislative Action and 
Administrative and Institutional Actions 

Professor Knoppers and Ms Petit briefly summarize current provincial 
legislative action in Quebec in the area of family law (addressing the 
legal status of children born of assisted hu1nan reproduction), public 
health protection law (with the Act respecting medical laboratories, organ, 
tissue, gamete and embryo conservation, and the disposal of human bodies), 
and tax law (introducing a system of rehmdable tax credits to help 
defray the costs of certain reproductive technologies). They also refer to 
general laws of the province, and they mention Bill89, An Act respecting 
clinical and research activities as regards assisted human reproduction and 
amending other legislative provisions. 

The problem with this summary of prov~cial legislative action is that 
it looks at Quebec in isolation from the other Canadian provinces and 
territories. This is problematic because the ultimate issue is not what 
is acceptable for one province (in this c~se Quebec), but rather what is 



506 Regulating Creation 

acceptable for all ten provinces, for all three territories, and for Canada 
as a country. More precisely, the issue in this case is whether to allow 
a fragmented, variable, province-by-province-by-territory approach to 
the regulation of assisted human reproductive technologies and related 
research, or whether to embrace a comprehensive and coherent federal 
legislative approach as fm.md in the AHR Act that will protect and pro
mote public health, safety and morality for Canadians whilst preserv
ing the provinces' ability to legislate in. this area. The AHR Act allows 
the Governor in Council to "declare that any or all of sections 10 to 16, 
46 to 53 and 61 and any corresponding provisions of the regulations do 
not apply in a province .. . [where] the Minister and the government of 
that province agree in writing that there are law[s] of the province in 
force that are equivalent to those sections and the corresponding provi
sions of the regulations ."48 

The same criticism applies to provincial administrative and institu
tional actions in Quebec. It follows that diversity and full flexibility in 
the regulation of assisted human reproductive technologies and related 
research is contrary to the collective interests of current and future genera
tions of Canadians. This does not mean that provincial or territorial legis
lation should be precluded, but simply that it should be part of a coherent, 
consistent, national framework. To quote the Commission oi1. this point: 

This [i.e., the need for national leadership] does not obviate the need for 
decisive action by provinces and professional bodies as well, but action 
at the national level must provide the leadership and impetus for a new 
approach to managing reproductive technologies.49 

In brief, provincial government action, should harmonize with fed
eral legislation so as to further protect and promote public health, 
safety and morality, in a ma1u1.er consistent with the AHR Act. Pro
vincial action (in Quebec or any other province) is insufficient in the 
absence of national legislation that (i) is consistent with Canadian 
social values, (ii) is protective of the public health, safety, and morality 
of Canadians, and (iii) ensures equal access and non-discrimination. 
Only with national legislation providing minimum ethical and safety 
standards is it possible to guard against (i) reproductive and scientific 
tourism, (ii) potentially harmful assisted human reproductive technolo
gies and related research, and (iii) the attendant risks to women and 
children that a fragmented, variable, province-by-province-by-territory 
approach would allow for. 
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2.2.2 Provincial Professional Organizations 

A common problem for self-regulating professions, especially when 
setting the rules for safety, quality assessment, and ethics is conflict of 
interest. In very general terms, professional health organizations have 
a primary interest in promoting the health of patients. They also have a 
secondary interest in protecting their members' professional monopoly. 
When the primary and secondary interests conflict, decisions regard
ing the dominant interest (improved health care) may be unduly influ
enced by professional self-interest in maintaining professional power 
and privilege. Deference to professional interests is evident in the 
expert report prepared by Professor Knoppers and Ms Petit where they 
suggest that regulatory mechanisms (such as guidelines and codes) are 
accepted and adhered to by the members of the scientific and medical 
community as they are consonant with their interests, "ces dispositifs 
evoluent selon des criteres propres ala communaute medicale et scien
tifique, lesquels sont gages d'une acceptabilite et d'une mise en oeuvre 
appropriee par ces membres."50 But why privilege criteria of interest to 
the scientific and medical community over and above criteria of inter
est to infertile patients, especially as these criteria may diverge signifi
cantly from those of researchers and clinicians? 

Another point worth noting is that in the past when there was an 
absence of legislation, the codes of ethics and ethical practice guidelines 
of relevant professional organizations were not particularly effective in 
promoting public health, safety and morality. Consider, for example, 
the long-term failure of relevant professional health organizations to 
develop sound ethical practice guidelines and policies regarding the 
maximum number of embryos for transfer per cycle. Indeed, to this 
day [2006], despite considerable evidence of the harmful consequences 
associated with multiple pregnancy and multiple birth for both women 
and children,51 there is nothing mandating Canadian clinicians to limit 
the number of embryos transferred per cycle.52 Indeed, in a 2005 pub
lication summarizing 2001 Canadian data, the IVF Directors Group of 
the Canadian Fertility and Andrology Society eschews responsibility 
for directing Canadian centers to reduce the number of embryos trans
ferred per cycle: 

One issue of great concern to all providers and consumers of ART is that 
of multiple pregnancy. Although it is not the role of CARTR [Canadian 
Assisted Reproductive Teclu1ologies Register] to encourage its member 

I 



508 Regulating Creation 

centers to reduce their multiple pregnancy rates through limiting the 
number of embryos transferred, it is our responsibility to provide data 
to inform centers about the situation in Canada. Whereas many policy 
makers, in Europe especially, are pushing for single-embryo transfers to 
virtually eliminate multiple pregnancy, in Canada, more than half of the 
fresh ETs [embryo transfers] in 2001 involved three or more embryos.53 

[emphasis added] 

To date [2006], there are no professiona~ guidelines in Canada deal
ing with this important public health issue. 

Further long-standing evidence of the failure of professional 
organizations to promote public health, safety and morality include 
(i) the failure to develop and to enforce uniform standards for report
ing fertilization, clinical pregnancy, live birth and multiple birth rates, 
(ii) the failure to insist upon the practice of evidence-based medicine, 
(iii) the failure to clearly distinguish research interventions from thera
peutic interventions, and (iv) the failure to develop uniform consent 
procedures for both therapy an_d research (with, for example, standard
ized descriptions of the potential harms and benefits) . Now, in recent 
years, some of the failures noted above have been addressed. For exam
ple, for the first tilne, in 2005, the IVF Directors Group of the Canadian 
Fertility and Andrology Society published aggregate data for 2001 for 
19 of the 22 clinics providing assisted reproductive technologies at that 
tilne (the three Quebec clinics elected not to provide any data). Hereaf
ter, these data are to be published on an annual basis. 

As professional standards and practices have been developed, how
ever, there has been an evident interest in shielding members of the 
profession "from outside knowledge of their deviance [from standards, 
as this] also shields the profession from embarrassment, with its poten
tial for precipitating a decline in public trust."54 For example, in Can
ada the data on fertilization, clinical pregnancy, live birth and multiple 
birth rates are provided as aggregate data (i.e., data that is combined 
from several measurements), not per clinic data. 55 In other jurisdictions 
(including the United States and the United Kingdom), these data are 
provided separately per clinic which allows patients to make compari
sons between clinics. In this way, there is information about the per
formance of individual clinics as well as general information about all 
clinics taken together. While the IVF Directors Group of the Canadian 
Fertility and Andrology Society offers several reasons for this difference 
in practice, the fact remains that there is clear professional self-interest 
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( ~~pecially in~ contex: of voluntary reporting) in not making clinic spe
Cific data publicly available in Canada. 

The AHR Act overcomes problems of professional conflict of inter
est. The regulations pursuant to the legislation are developed by gov
ernment, not interest groups (though relevant stakeholders have been, 
and no doubt will continue to be, consulted). As well, Assisted Human 
Reproduction Canada (AHRC)- a federal regulatory body mandated 
"~a) to protect an~ promote the health and safety, and the human dig
mty and human nghts, of Canadians, and (b) to foster the application 
of ethical principles, in relation to assisted human reproduction and 
oth~r matters to which this [AHR] Act applies"56 [-] is governed by 
an mdependent board of experts. Excluded from membership on the 
board are persons who "hold a licence or are an applicant for a licence 
or a director, officer, shareholder or partner of a licensee or applicant 
for a licence."57 In these ways the AHR Act addresses some of the fail
ures noted above. For example, AHRC would have both individual 
and aggregate data about a range of therapeutic and research practices 
undertaken in Canadian clinics and could use this data to effectively 
protect and promote the health and safety of Canadians. 

2.2.3 Role of Research Ethics Boards 

There are 105 health care institutions in Quebec with REBs (9 of which 
are mixed research and clinical ethics committees) .58 The problems 
these local REBs face are many and include (i) the lack of expert ethics 
review owi11g, in part, to the absence of a required education and certi
fication program for REB members to ensure that they are adequately 
trained for the job,59 (ii) the potential for compromised ethics review 
depending upon the volume of protocols submitted for review (too few 
protocols and REB members may not develop the requisite expertise; 
too many protocols and REB members may "cut corners"), (iii) the fail
ure to effectively promote the collectivization of learning and thereby 
reduce ad hoc decision-making owing, in part, to the isolation of REBs 
and the absence of an accreditation program for REBs, (iv) the lack of 
appropriate administrative support and operating funds for REBs to 
do the job well, (v) continued, inappropriate reliance on volunteer REB 
members, and (vi) the inability of REBs (that rely on volunteers and 
are typically w1der-staffed and under-funded) to properly monitor the 
research they approve (which raises significant problems of account
ability) .60 Indeed, in a 2001-2002 study, of the day-to-day challenges 
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faced by Quebec REBs, only published in 2004, 100% of REBs surveyed 
reported major problems resulting from inadequate financial resources 
(and explained how this had a direct impact on the ability of REBs to 
maintain an adequate level of expertise); 96% reported major problems 
resulting from inadequate human resources (in part because of contin
ued reliance on volunteers); 84% reported problems to do with the iso
lation of independent REBs; 82% reported problems owing to the lack 
of time for proper ethics review; and the list goes on.61 

Importantly, the AHR Act addresses some of these problems, at least 
with respect to embryo research. Such research is a controlled activity 
for which a license must be issued by AHRC. AHRC is to be adequately 
resourced both in terms of finances and personnel. Moreover, AHRC has 
the authority to set terms and conditions on any license it issues and is 
also empowered to amend, suspend or revoke a licence, as appropriate. 
Further, AHRC "may take all reasonable 1neasures that [it] ... considers 
necessary to prevent, reduce or mitigate any threat to human health 
or safety that results, or may reasonably be expected to result from a 
controlled activity."62 This cannot but count as an improvement on the 
status quo where review by local REBs is potentially lacking in adequate 
resources, expertise and authority. AHRC can also designate inspectors 
and analysts for the purpose of enforcing the AHR Act and monitoring 
research facilities, thereby effectively addressing the issue of accounta
bility[,] which remains a significant challenge for local REBs that strug
gle to meet the mandated requirement that "les comites d' ethique de la 
recherche ve.rront a preparer et mettre en place un mecanisme de suivi 
ethique pour les projets de recherche en cours."63 

2.2.4. Role of the Provincial Research Funding Organization 

The Fonds de la recherche en sante du Quebec (FRSQ) has fairly compre
hensive ethics guidelines that apply to researchers and research 'insti
tutions that receive FRSQ funding. 64 However, as with other research 
ethics guidelines in Canada, there are problems with enforcement as 
well as conflict of interest. 

As regards enforcement, there are questions about compliance with 
the ethics guidelines and about the failure to impose serious sanc
tions on researchers and research institutions that violate the ethics 
guidelines. These concerns extend beyond the provincial FRSQ ethics 
guidelines, and include the national ethics guidelines- the Tri-Council 
Policy Statement (TCPS)65 - which apply to all Quebec researchers and 
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research institutions that receive federal funding from the Canadian 
Institutes of Health Research, the Natural Sciences and Engineering 
Research Council of Canada, or the Social Sciences and Humanities 
Research Council of Canada. Evidence of noncompliance with the 
TCPS notwithstanding,66 as at 2005, there were no documented cases 
of Quebec research institutions having been disciplined through 
freezing or withdrawal of research funding for noncompliance with 
the TCPS.67 

A further problem with enforcement is that the FRSQ guidelines 
only apply to researchers and research institutions . that receive FRSQ 
funding. Meanwhile, a significant proportion of research and innova
tive practice involving reproductive technologies and human embryos 
is conducted in private clinics that may not rely on public (provincial 
or federal) funding, in which case the provincial and federal ethics 
guidelines simply have no force. Article 21 of the Code civil du Quebec68 

requires REB approval of publicly- and privately-funded research, but 
only for research that involves minors and incompetent persons. Noth
ing in this law or any other Quebec law requires REB approval for pri
vately-funded research involving competent persons. 

Second, there is the problem of structural conflict of interest. The 
FRSQ is an agency of the government of Quebec, created under the Act 
Respecting the Ministere du Developpement economique et regional et de la 
Recherche. 69 It is an organization with competing interests and obliga
tions, such that the protection of public health, safety and morality is 
not clearly its sole or even primary obligation. The FRSQ' s mission is 
not only to promote and provide financial support for scientifically and 
ethically sound research, it is also to contribute to Quebec's economic 
growth: 

Le FRSQ n'est pas un conseil de recherche mais bien un Fonds dont 
la mission est de contribuer au developpement de la recherche scien
tifique et technologique dans le domaine de la sante des personnes 
et des populations et de participer au developpement economique du 
Quebec.70 

These are laudable goals, but what happens when ethics and eco
nomics conflict as with research involving assis'ted human reproduc
tive technologies and related research? 

Importantly, with the AHR Act, embryo research is not plagued 
with problems of enforcement or conflict of interest. The AHR Act 
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introduces clear prohibitions on certain types of research and creates 
enforceable rules for all research that is a controlled activity. The crim
inal prohibitions and research regulations apply equally to publicly
and privately-funded research and any person who contravenes the 
AHR Act is potentially subject to a significant fine or term of impris
onment.71 As welt there is AHRC with the power to issue, amend, 
suspend, or revoke research licenses, and to monitor research sites for 
compliance with the AHR Act.72 

2.2.5 Conclusion 

In response to the above analysis, Professor Knoppers and Ms Petit 
1night object that it is inappropriate to assess the merits of each regula
tory mechanism in isolation given that they have proposed a "regulatory 
partnership"· in which the weaknesses of one regulatory mechanism 
might be compensated for by the strengths of another. However, as the 
Commission argued [including Professor Kl1.oppers, as one of the Com
n1.issioners]: 

... it is unrealistic to expect self-regulating professional bodies, or the provinces, 
individually or together, to provide the necessary level of regulation and control 
on issues that transcend not only provincial but national and intergenerational 
boundaries and that have implications for all Canadians, regardless of where 
they live. It is the view of Canadians, and Commissioners' view as well, 
that given rapidly expanding knowledge and rapid dissemination of tech
nologies, immediate intervention and concerted leadership are required at 
the nationalleveF3 [emphasis added] 

In their expert report, Professor Knoppers and Ms Petit do not con
test the need for "concerted leadership at the national level," nor do 
they challenge the federal government's authority in criminal mat
ters . Indeed, in the Foreword, Professor Knoppers is supportive of (at 
least some of) the criminal prohibitions in the AHR Act. She writes (in 
reference to her work with the Commission), « J'adherais par ailleurs 
a la proposition visant a criminaliser certaines activites moralement 
reprehensibles notamment, le clonage reproductif humain. »74 Also, the 
closing sentence in the Foreword states: « Les activites prohibees par 
la legislation federale et les dispositions du project de loi n o 89 offri
ront ensemble une protection adequate des citoyens et citoyenne tout 
en respectant leur liberte et valeurs individuelles. »75 Bill 89 is surely 
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irrelevant, however, to any analysis of whether the legal patchwork in 
Quebec meets the federal standard of equivalence and adequately pro
motes and protects public health, safety and morality for Canadians 
livin.g in Quebec. The Bill has not been passed and so could still be sig
nificantly modified or even abandoned. As such, it can play no role in a 
debate about the sufficiency of the proposed multi-institutional regula
tory partnership. 

In any case, the point I wish to make here is that Professor Knop
pers and Ms Petit appear to be of the view that criminal prohibitions 
are a 1natter of federal jurisdiction, while the controlled activities are 
in provincial jurisdiction, and are best handled by a conglomeration of 
provincial government action, professional organization ethics codes 
and guidelines, REBs, and the Fonds de la recherche en sante du Quebec. 

Interestingly, this perspective contrasts markedly with Professor 
Knoppers' earlier writings for the public[,] which support a federal 
approach to controlled activities. In an August 2001 Comment for The 
Globe and Mail Professor Knoppers writes: 

The law has many positive attributes. Unforhmately, these are outweighed 
by one major problem, the continued reliance on criminal prohibitions ... 
The federal government could create a regulatory body empowered to 
both issue licences for a defined set of activities (similar to what is cur
rently proposed) and produce, modify and monitor a "moratorium list" ... 
a regulatory scheme with some criminal sanctions aimed at responding to legiti
mate public health concerns of all citizens would still be within federal jurisdic
tion. It would parallel other areas of federal oversight, such as Ottawa's work to 
protect the environment and control the marketing of tobacco and pharmaceuti
cals. 76 [emphasis added] 

Slightly less than a year later, in May 2002, also in The Globe and Mail, 
Professor Knoppers writes: 

As one of the last Western countries to legislate in the area, Canada can 
learn from the mistakes of others and produce a regulatory system that could 
be a model for the world.77 [emphasis added] 

A week later, still in The Globe and Mail, Professor Knoppers writes: 

We urge the [Canadian] government not to criminalize nuclear transfer, but to 
tightly regulate it .. . It is possible to regulate controversial technologies such as 
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nuclear h·ansfer without using criminal bans. The U.K. Human Fertiliza
tion and Embryology Authority is a working model of a regulatory body, 
one with a long and honourable history.78 [emphasis added] 

Together, these excerpts advocate support for federal criminal ini
tiatives, with regulatory authority, and also concede that a federal law 
with some criminal sanctions is within federal jurisdiction.79 These 
writings are therefore inconsistent with the perspective that federal 
regulations for assisted human reproduction and related research are 
not warranted because the development of such regulations is a pro
vincial responsibility. 

In my opinion, a federal approach to assisted human reproduction 
and related research that includes smne criminal sanctions, and to 
which regulatory powers attach, is necessary to protect and promote 
public health, safety and morality for Canadians. And, until recently, it 
would appear that Professor Knoppers was also of this opinion. 

In sum, the proposed alternative to the AHR Act - a multi-institutional 
regulatory partnership - is not a sound alternative. Only comprehensive, 
coherent, harmonized standards of practice across the country for both therapy 
and research involving assisted human reproductive technologies effectively 
serves to protect and pronwte public health, safety, and morality for current 
and future generations of Canadians. 

3. The Moral Underpinnings of the Current Federal Legislation 

The AHR Act includes six explicit and one implicit guiding principles: 
the principles of autonomy, equality, respect for human life and dig
nity, protection of the vulnerable, non-commercialization of reproduc
tion, balancing individual and collective interests, and accountability. 
These principles mirror those of the Commission and as such (as at 
1993) they (i) cohere with Canadian views and values, (ii) are consist
ent with ethical principles in other international inquiries, and (iii) are 
grotmded in sound ethical reasoning.80 These points all lend the current 
legislation unique moral credibility. It is also worth noting that in the 
years between the Com1nission's Final Report and the enactment of the 
AHR Act there is no evidence of a shift in core social values. For exam
ple, in 2001, the House of Cmnmons Standing Committee on Health, 
identified the following overarching considerations for federal legisla
tion: [r]espect for human individuality, dignity and integrity; precau
tionary approach to protect and promote health; non-commodification 
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and non-commercialization; informed choice; and accountability and 
transparency.81 

3.1 The Commission's Ethical Framework and Guiding Principles 

In 1993, following nearly four years of research, consultation and delib
eration on a wide range of scientific, medicat ethicat legat sociat and 
economic aspects of assisted human reproductive technologies and 
related research, the Commission published its Final Report Proceed 
with Care. This report explains in considerable detail the ethical frame
work and guiding principles that informed the Commission's delibera
tions and policy recommendations. 

The Commission adopted a modified ethic of care - a theoretical 
perspective with currency "in secular mainstream ethics, in feminist 
theory, and in religious thinking" that sees people as "connected to 
one another in families, communities, and social bonds of all sorts."82 

An ethic of care, in contrast to other ethical frameworks, prioritizes 
mutual care and connectedness; it aims to recognize interdepend
ent interests, to build relationships and to prevent (or at the very 
least reduce) conflict. Not all conflict is avoidable, however. When 
there is conflict, the Commission recommends the use of guiding 
principles within the overall perspective of an ethic of care where 
the priority remains "on helping human relationships to flourish by 
seeking to foster the dignity of the individual and the welfare of the 
community.'' 83 

The guiding principles that, in the Commission's view, give "con
crete expression to the ideal of care"84 are individual autonomy equal
ity, respect for human life and dignity, protection of the vulnerable, 
non-commercialization of reproduction, appropriate use of resources, 
accountability, and balancing individual and collective interests.85 

These principles, which are to serve "as a sort of bottom line of social 
justice when all else fails/' 86 were identified through public hearings 
(oral testimony and written submissions), a review of reports frmn 
other countries, and a review of the bioethics literature. Most impor
tantly, the Commission found that 

the eight principles we identified reflect wid'espread consensus in 
Canadian society on the ethical basis that should guide decision making. 

Indeed, these principles were endorsed by a very broad range of groups
professionals and laypeople, women and men, religious and secular 
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groups, members of racial and ethnic minorities, people with disabilities, 
doctors, and patients. That these principles were endorsed by groups with 
diverse experiences and interests confirms our belief that they capture 
important ethical considerations.87 

Indeed, an important feature of these mid-level principles is that they 
can be supported by multiple ethical theories. 

In addition to identifying Canadian views and values regarding the 
use of assisted human reproductive technologies and related research, 
the Commission also carefully researched and reviewed myriad ethical 
issues surrounding the use (or non use) of human reproductive tech
nologies in a Canadian legal, political, economic and cultural context 
with particular attention to Canadian systems and institutions. In this 
way, the Commission sought to provide the public, those working in 
the field of assisted human reproductive technologies (clinicians and 
researchers), and federal policy makers with a clear account of the 
moral reasoning and ethical analysis informing its deliberations and 
underlying its policy recommendations - the goal being to provide 
a morally sound basis for establishing uniquely Canadian "humane 
and caring" policies on assisted human reproductive technologies and 
related research. 

Of note in this regard is the fact that the Commission identified 
balancing individual and collective interests as the area in which 
their most difficult social policy decisions arose. The Commission 
recognized the interests of infertile persons, and persons at risk of 
having a child afflicted with a genetic disease, in using reproduc
tive technologies. The Commission also recognized the interests of 
researchers in having access to human reproductive materials and 
embryos to research and develop therapeutic interventions for per
sons afflicted with certain diseases or disorders. But no less impor
tant than these individual interests are our collective (societal) 
interests in the just allocation of finite health resources and the safety 
of the population and future generations. According to the Commis
sion, sometimes, for the good of Canadian society (or specific groups 
within Canadian society), individual interests must be curtailed as 
when these interests are "harmful or prohibitively costly for the rest 
of society. "88 

Following wide consultation with Canadians, careful research into 
the ethical, legal, social, scientific and medical issues, the Commission 
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"found consistent and widespread demand for national leadership and 
action in relation to assisted human reproductive technologies."89 The 
Cmnmission concluded that 

Canada must move forward into the new reality with a clear, coordi
nated approach that permits us to resolve and manage the critical issues 
involved. To allow Canada's response to be delayed or fragmented by the 
existing web of jurisdictional and administrative arrangements would, in 
the view of Commissioners [again, including Professor Knoppers as one 
of the Conunissioners], be a mistake of enormous proportions. Failure to 
intervene constructively and decisively would amount to an abdication of 
social responsibility and a failure of political will.9° 

In the years that followed, in consultation with the provinces and 
territories, as well as various interested stakeholder organizations, the 
federal government undertook to develop legislation on reproductive 
and genetic technologies.91 During the consultation process, there was 
general acknowledgment of the need for federal leadership in this mor
ally charged arena, and a desire on the part of n1ost stakeholders for 
this leadership to be manifested through legislation.92 Among the rea
sons for federal leadership were (i) the need for leadership "rooted in 
Canadian societal values such as respect for human rights," (ii) "the 
need for consistency and coherence across the country to discourage 
any fonn of 'reproductive tourism,"' and (iii) the lack of resources to 
self-regulate.93 

3.2 Principles in the AHR Act 

The fruit of the Commission's work- to develop a perspective that pol
icy makers could apply in developing public policy for assisted human 
reproductive (and other emerging) technologies and related research
is the AHR Act[,] which received Royal Assent March ·29, 2004. The 
AHR Act entrenches the care perspective and seven of the eight guiding 
principles fm.md in the Commission's Final Report. As such, the AHR 
Act is congruous with the views and values of Canadians as carefully 
researched and documented by the Commission. 

In the Principles section of the AHR Act, there is explicit reference 
to the following six principles: protection for the vulnerable; respect 
for human life and dignity; individual autonomy; equality; non-
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commercialization of reproduction; and balancing individual and col
lective interests . The principle of accountability though not explicitly 
identified in the Principles section is clearly important as evidenced by 
the requirement to create AHRC to: 

22 ... (a) to protect and promote the health and safety, and the human dig
nity and human rights, of Canadians, and, 
(b) to foster the application of ethical principles, 
in relation to assisted human reproduction and other matters to which this 
Act applies. 

In pursuit of these objectives, AHRC is empowered to issue licences 
to persons providing assisted reproduction services and conduct
ing research involving in vitro human embryos, to inspect clinics and 
research laboratories, to collect, analyse and manage health reporting 
information, and to monitor and review ethical and scientific issues as 
they emerge and evolve.94 

The only principle in the Commission's Final Report that is not 
an integral part of the AHR Act is the principle of appropriate use of 
resources- a principle relevant to resource decision-making concerning 
the provision of new assisted reproductive services and technologies 
in relation to a broad range of clearly defined reproductive and other 
health needs and priorities. The absence of this principle is not surpris
ing as this is clearly an area of provincial jurisdiction. 

The principle of protection for the vulnerable finds its clearest expres
sion in the first and third principles of the AHR Act: 

2 (a) the health and well-being of children born through the application 
of assisted human reproductive technologies must be given priority in all 
decision respecting their use; 
2 (c) while all persons are affected by these technologies, women more 
than men are directly and significantly affected by their application and 
the health and well-bein.g of women must be protected in the application 
of these technologies; 

The second principle articulated in the AHR Act provides further 
endorsement for the principle of protection for the vulnerable and also 
entrenches the principle of respect for human life and dignity: 

4IIIQ' 
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2 (b) the benefits of assisted human reproductive technologies and related 
research for individuals, for families and for society in general can be most 
effectively secured by taking appropriate measures for the protection and 
promotion of human health, safety, dignity and rights in the use of these 
technologies and in related research; 

The principle of individual autonomy is understood in terms of a com
mitment to promote informed consent. The fourth principle in the AHR 
Act stipulates that 

2 (d) · the principle of free and informed consent must be promoted and 
applied as a fundamental condition of the use of hwnan reproductive 
technologies; 

Next comes the principle of equality: 

2 (e) persons who seek to undergo assisted reproduction procedures must 
not be discriminated against, including on the basis of their sexual orienta
tion or marital status; 

The principle of non-commercialization of reproduction: 

2 (f) trade in the reproductive capabilities of women and men and the 
exploitation of children, women and men for commercial ends raise health 
and ethical concerns that justify their prohibition; 

Finally, there is the principle of balancing individual and collective inter
ests: 

2 (g) human individuality and diversity, and the integrity of the human 
genome, must be preserved and protected. 

In sum, the AHR Act is based on the findings of the Commission, findings 
that (i) continue to cohere with Canadian social values, (ii) were consistent 
with ethical principles found in other international inquiries at the time of 
writing, and (iii) remain well grounded in sound ethical reasoning. More gen
erally, the AHR Act not only effectively protects and promotes public health 
and safety for Canadians (especially women and children), it also protects and 
promotes morality for current and future generations of Canadians. 
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Conclusion 

Notwithstanding claims to the contrary, the issue in this case is not 
whether the province of Quebec has a demonstrated interest in, or 
commitment to monitoring the development of, assisted human repro
ductive technologies and related research, nor is it whether the various 
provincial regulatory 1nechanisms described by Professor Knoppers 
and Ms Petit taken together (with or without some version of Bill 89) 
could make for a coherent regulatory framework in Quebec. Rather, 
the issue in this case is whether the AHR Act is needed to protect and 
promote public health, safety, and morality for Canadians. My answer 
to this question is a resounding "yes." 

In closing, I agree with the prescient remarks 1nade by the Commis
sion more than a dozen years ago when it noted that how our coun
try regulates assisted human reproductive technologies and related 
research "will say much about Canada as a society - what we value, 
what our priorities are, what kind of society we want to live in." "How 
we choose to use, or not to use, these technological capacities will shape 
society for our children and for their children. "95 Indeed, no less than 
who we are as a people is evidenced by our response to the ever increas
ingly complex array of available (and possible) scientific and medical 
developments related to assisted human reproductive technologies. 

The AHR Act is based on clear, explicit and ethically sound principles and 
coheres with Canadian social values. It effectively protects and promotes public 
health, safety and morality for all Canadians. 
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Appendix3 Response to the Second Opinion 
of Fran<;:oise Baylis Entitled "The 
Regulation of Assisted Human 
Reproductive Technologies and 
Related Research: A Public Health, 
Safety and Morality Argument" 

BARTHA MARIA KNOPPERS 

• The expert report submitted by F. Baylis does not, indeed cannot
despite her assertions to the contrary- constitute a response to our 
own expert report. Our presentation was meant to shed light on 
an intervention articulated and pioneered in Quebec as part of the 
legal regulation of assisted human reproduction (AHR) and related 
research, while Ms. Baylis' report clearly falls within the ethical 
realm. 

• A significant point of confusion w1derlies Ms. Baylis' report. The 
construction of her ethical intervention as to the merits of federal 
oversight appears to presume that we refuse to recognize that the 
federal government has any legitimate role to play. As we stated in 
our introduction, neither our report, nor the referral to the Court 
of Appeal, challenges the legitimacy of limited criminal prohibi
tions for non-controversial activities. Therefore, to present the 
federal law as an indivisible whole, an "all or nothing" proposi
tion, including its criminal prohibitions, its contested provisions, 
and sections 13-19 (p . 10-18) without making any distinctions, is 
an attempt to discredit Quebec's multi-institutional partnership by 
suggesting that the latter is meant to be an alternative to the federal 
legislation in its entirety. This is completely groundless. 

• Ms. Baylis speaks of the need for sections 8-12 of the federal Act, 
indicating that there would be a risk of "inter-provincial tourism" if 
these sections were omitted. Let us cite, for example, the reference 
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