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REGULATING THE GENETIC REVOLUTION: WHAT
IS AND ISN’T HAPPENING IN CANADA
Timothy CAULFIELD1
SUMARIO: I. Regulatory environment. II. Regulatory challenges. III. Existing regulations. IV. Genetic research. V. Conclusion.

In Canada, as in many countries throughout the world, the recent rapid
advances occurring in the field of genetics have created a tremendous
amount of public interest. Rarely a day goes by without a genetics story
appearing in the popular press. This almost constant media coverage has
been accompanied by an intensifying call for more regulatory oversight
of genetics and new reproductive technologies. However, despite over a
decade of almost policy discussions and a significant amount of public
debate, Canada has few laws that have been specifically crafted to meet
the unique social, legal and ethical challenges associated with the “genetic revolution”.
In this paper, I will briefly review the regulatory environment in Canada, a number of the existing relevant laws, policies and regulations and
make some tentative predictions for the future.2 This piece is not meant
to be a comprehensive overview of the relevant law and regulations. There are numerous areas of Canadian law which are clearly important to
the fields of genetics and reproductive technology but will not be discussed in this paper, including patent law, informed consent law, insurance
law and the emerging provincial privacy laws. The goal of this short piece is merely to give the reader a sense of how Canada has, and has not,
regulated in this dynamic area.
Health Law Institute, University of Alberta, Canada.
Portions of this paper have adopted and revised from T. Caulfield, “Genetic
Testing, Liability and Regulatory Policy: The Canadian Situation”, Fall, 2000, 41
Jurimetrics J.7-21.
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I. REGULATORY ENVIRONMENT
In the context of genetic technologies, Canada could be characterized
as a country that has done a lot of talking about regulatory policy but
very little actual regulating. For example, in the early nineties, the multi-million dollar Royal Commission on New Reproductive.
Technologies released a massive report that including a multitude of
recommendations regarding the regulation of reproductive genetics. Since
then, numerous other working groups and expert advisory committees
have been formed - such as the Expert Working Group on Genetic Testing of Late Onset Disease, and, most recently, the Canadian Biotechnology Advisory Committee.3 There hasn’t, however, been much actual legislative activity.4 As we will see below, in May of this year, the federal
government released “draft” legislation directed at regulating reproductive technologies. However, to date, no laws have been proclaimed.
II. REGULATORY CHALLENGES
To be fair to Canadian regulators, it is worth noting that they face a
number of unique regulatory challenges. First, Canada is a country sandwiched between two strong cultural ideals: a European deference for the
interests of community and an American reverence for individualism and
autonomy. This tension can make it difficult for policy makers to craft
regulations that bridge both socio-political approaches.
Second, our proximity to the US can also be problematic. For instance,
Canadian companies and citizens have easy access to the US market. This
can greatly water down the practical impact of Canadian regulations. Moreover, because the US is viewed as an importance source of venture
capital, essential for the growth of the biotechnology industry, Canadian
regulators may hesitate to create policies that are viewed as unfriendly
3 See Royal Commission on New Reproductive Technologies, Proceed With Care,
Ottawa, 1993; and the Canadian Biotechnology Advisory Committee (http://cbac.gc.ca).
4 This is not to say that the federal government hasn’t tried to pass legislation in
this area. Bill C-47, An Act respecting human reproduction technologies and commercial
transactions relating to human reproduction, 2nd Session, 35th Parliament, 45 Elizabeth
ii, 1996, was dropped from the federal agenda when the 1997 federal election was called.
The federal government seems likely to introduce another Bill in the near future. See,
for example, News, “Science, Soviet-Style” The Ottawa Citizen, 22 october 1999, A18.
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to industry. Indeed, government policy making entities and, even, regulatory agencies, such as Canada’s Therapeutic Products Programme,
seem highly sensitive to the impact of industry pressures in this context.5
Third, because of Canada’s constitutional division of powers, there is
some uncertainty about which government has legal authority to regulate
in the area of genetics and biotechnology. Though there seems to be a
desire to have federal oversight in this area, the topic of “health” generally falls under provincial jurisdiction.6 The federal government does
have the power to regulate matters of national concern and the area of
criminal law.7 The latter power has been used, somewhat controversially,
as a justification for regulating in the area of reproductive and genetic
technologies.8
Finally, there remains a lack of consensus about the “genetic issues”
that should be the subject of regulatory policy. In fact, there isn’t even
agreement about many of the more controversial technologies. For example, a recent survey found that 24.3% of Canadian surveyed thought it
would be acceptable to use “genetic engineering” to improve a child’s
esthetic or physical features and 18% thought it would be acceptable to
use genetic technology to determine the sex of a child.9 In another survey
it was found that 62% of Canadians support the cloning of human embryos to produce organs.10 Interestingly, despite the relatively high level

5 For example, a recent amendment to Canada’s Food and Drug Regulations
governing the approval process for drugs used in clinical trials was done, in part, to avoid
“discouraging the development of human drugs in Canada”. See, Canada Gazette, part 1,
Regulations Amending the Food and Drug Regulations (1024-Clinical Trials), january
22, 2000 at 227. It is worth noting that this issue raises some interesting concerns about
promoter/regulator conflicts of interest. That is, should the government entity that is
charged with protecting the public be concerned about economic development?
6 See C. Flood in J. Downie and T. Caulfield, eds., Canadian Health Law and
Policy, Butterworths: Toronto, 1999.
7 See, generally, C. Flood, “The Structure and Dynamics of Canada’s Health Care
System” in J. Downie and T. Caulfield, eds., Canadian Health Law and Policy (Toronto:
Butterworths, 1999).
8 See P. Healy, “Statutory Prohibitions and the Regulation of New Reproductive
Technologies Under Federal Law In Canada”, 1995, 40 McGill Law Journal 905; and T.
Caulfield, M. Hirtle and S. Le Bris, “NRTs: Is Criminalization the Solution for Canada?”,
1997, 18 Health Law in Canada 3.
9 S. Martin, “Most Canadians Welcome Genetic Testing”, 2000, 163 CMAJ 200.
10 Pricewaterhouse, 2001.
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of comfort that the public seems to have with therapeutic embryo cloning,
it may become a criminally prohibited activity in the near future.11
III. EXISTING REGULATIONS
Though Canada has yet to enact any broadly applicable “genetic” laws
or policies, there are a number of existing regulations that are relevant
to this area. Below is a review of some of the regulatory environments
relevant to genetic testing, reproductive technologies and genetic research.
1.Genetic testing
At the current time, neither the federal government nor any of the provinces have formal regulations which are specifically designed to deal
with the issues associated with genetic testing technologies.12 For instance, unlike many US and European jurisdictions, no Canadian province
has an “anti-genetic discrimination” law,13 though the concern about the
impact of predisposition testing on insurability and employment has been
noted by a variety of commentators.14 In fact, individuals who are referred for testing often receive a letter warning of the possible adverse implications of genetic testing on insurability.15 Nevertheless, as no jurisSee, Proposals for Legislation Governing Assisted Human Reproduction, section 3.
M. Jackson, L. Golberg, S. Rabinovitch and T. Caulfield, “Regulatory Schemes
Affecting Genetic Testing in Canada” poster abstract, Canadian Bioethics Society Annual
Meeting, Edmonton, Alberta, october 28-30, 1999.
13 See Ontario Law Reform Commission, Report on Genetic Testing, Toronto,
december 1996 at 126 where they recommend a “five year moratorium on requests for
genetic testing, questions about genetic conditions, and requests for access genetic
information in medical records to provide an opportunity for all concerned to develop
sound policies”. To date, no moratorium has been established. See also, T. Lemmens and
P. Bahamin, “Genetics is Life, Disability and Additional Health Insurance in Canada: A
Comparative Legal and Ethical Analysis” in B. Knoppers, ed., Socio-Ethical Issues in
Human Genetics, Montreal: Yvon Blais Inc., 1998.
14 Idem.
15 The Canadian Biotechnology Advisory Committee has placed the issue of genetic privacy
as one of its Work Plan 2000 projects (Project P5) (http://cbac.gc.ca/cbac/cbacweb.nsf). CBAC
notes that: “The inappropriate release or use of genetic information can lead to genetic
discrimination, which might take the form of rejection for employment, loss of credit,
insurance, eligibility for pensions, or even discriminatory treatment in the application of
11
12
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diction has taken even preliminary steps to enact anti-discrimination regulations, it seems unlikely that we will see legislation in this area any
time soon.
Of course, there are regulatory frameworks that are relevant to the provision of genetic testing services. The federal government, through
Health Canada, can and does oversee the development and dissemination
of genetic test kits (e.g., the test kit for cystic fibrosis). However, as in
the US,16, feb. 2, 2000. the majority of genetic tests are provided as inhouse laboratory services or “home brews.” As such, the federal government does not currently have systems established to monitor the validity,
quality or marketing of the emerging technologies.
The laboratories which provide testing services also receive a degree
of oversight through, for example, an accreditation process provided by
provincial College of Physicians and Surgeons.17 The goal of these provincial schemes, however, is merely to ensure sufficient staff training and
the quality of laboratory techniques rather than evaluate a specific test’s
validity or use.18 It has been noted that a more comprehensive regulatory
system is required in order to protect, and maintain the confidence of,
the public.19

government social policy.” However, see also T. Lemmens, “Selective Justice, Genetic
Discrimination and Insurance: Should We Single Our Genes in Our Laws?”, 2000,
McGill Law Journal (forthcoming) where Lemmens argues that antidiscrimination laws
are not the best approach.
16 See N. Holtzman, “Are Genetic Tests Adequately Regulated?”, 1999, 286 Science
409; and Secretary’s Advisory Committee on Genetic Testing (SACGT), 1999, A Public
Consultation on Oversight of Genetic Tests, Bethesda, MA: NIH .nih.gov/oba/sacgt.htm
17 For example, in Alberta, the College of Physicians and Surgeons has an Advisory
Committee on Laboratory Accreditation and Quality Control. In British Columbia, this service
is undertaken by the Diagnostic Accreditation Program, which is jointly funded and
administered by the B. C. Medical Association and the B. C. College of Physicians
and Surgeons. DAP web site: http://www.dap.org/ (Feb. 15, 2000). See also, L. Golberg and
M. Jackson, “The Current Status of Genomic Commercialization in Canada”, 1999, 7 Health
Law Review 17.
18 For a discussion of the US situation see W. Grody and R. Pyeritz, “Report Card
on Molecular Genetic Testing: Room for Improvement?”, 1999, 281 JAMA 845.
19 T. Caulfield, M. Burgess et al., “Providing Genetic Testing Through the Private
Sector: A View From Canada”, 2001, ISUMA: Canadian Journal of Policy Research
(accepted for publication).
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Malpractice law is another regulatory force that is relevant in this context. In fact, many have predicted that the anticipated growth in genetic
testing technologies will result in new “genetic malpractice” law suits.
Specifically, it has been suggested that we may soon witness a dramatic
rise in the number of w rongful birth/ wrongful life law suits.20 In general,
a wrongful life or wrongful birth lawsuit is brought against a physician
as a result of the birth of a child with a disability. The allegation in such
a case is that but for the negligence of the physician the child would not
have been born. Though wrongful life cases remain tremendously controversial,21 there seems little doubt that wrongful birth law suits can succeed in Canada.22
2. Reproductive genetics
Because of the high degree of media attention recently given to stories
about human cloning and stem cell research involving embryos and fetal
tissue, the issue of federal regulation of reproductive genetics has been
a tremendously hot topic in recent months. Though there are currently
no Canadian laws governing human cloning, germ line therapy, and the
creation of and research on human embryos, the federal government recently released a “Proposal for Legislation Governing Assisted Human
Reproduction”.23 In the proposed law, which is currently being debated,
a number of activities are criminally prohibited, including human clo20 T. Caulfield, “Liability in the Genetic Era: Wrongful Birth and Wrongful Life
Lawsuits”, 2001, 23 Journal of the Society of Obstetricians and Gynaecologists of Canada
143-147.K. Capen, “Case File: New prenatal screening procedures raise spectre of more
wrongful-birth claims”, 1995, Canadian Med. Assoc. J 734; and G. Robertson et al.,
“Legal Norms Relevant to the Practice of Human Genetics”, 1995, 3 Health Law J 187.
21 Wrongful life actions have always been controversial. The very nature of the action
seems intuitively wrong. This is because, at some level, the plaintiff must claim that non
existence is more desirable than a particular state of disability. In Canada, a number of
recent cases have explicitly rejected wrongful life actions Arndt v. Smith, 1997, 148 DLR
(4th) 48 (SCC); Lacroix (Litigation guardian of) v. Dominique, 1999, M. J. num. 397
(Man. Q. B.); Jones v. Rostvif, 1999, BCJ, num. 647 (BCSC).
22 See, for example, For case law see H (R) v. Hunter, 1996, 32 CCLT (2d) 44 (Ont.
Gen. Div); Bartok v. Shokeir, 1998, SJ, num. 645 (QL) (Sask. CA); Mickle v. Salvation
Army Grace Hospital, 1998, OJ, num. 4683 (QL) (Ont. Gen. Div.).
23 It is somewhat unusual for the government to release a “proposed law” instead of
a draft Bill. Obviously, the government feels it would benefit from more public
commentary on the issue.
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ning.24 The proposed legislation will undoubtedly generate a substantial
amount of commentary, both for and against. Though most commentators
believe that some form of regulation is badly needed, others, myself included,25 have concerns about the use of criminal law in this area. Regardless, the government has committed to enacting some form of legislation in the first half of 2002.
There has also been some regulatory activity in the area of stem cell
research. In March 2001, the Canadian Institutes of Health Research, the
primary public funding agency for health care research, released draft
guidelines for stem cell research.26 The draft guidelines support the public
funding of stem cell research on spare embryos and fetal tissue, but suggest that, at this time, the creation of embryos for research and embryo
cloning cannot be justified.
IV. GENETIC RESEARCH
As with many jurisdictions, the issue of research on human genetic
material has been the subject of a good deal of controversy - be it clinical
research involving individual patients or population research involving
the participation of large communities.27 To some degree, genetic research in Canada is governed by the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans,28 a document which governs all federally funded research involving human subjects. The
Tri-Council Policy has a specific section devoted to genetic research.
There are a number of provisions worth noting. For example, the Policy
24 For example, section 3 reads: “No person shall knowingly create or participate in the
creation of a human clone or transplant or participate in the transplantation of a human
clone into a human being”.
25 For example, I have been critical of the rationale used to justify the criminal
prohibition of cloning. See T. Caulfield, “Commentary: Cloning and Genetic
Determinism: A Call for Consistency”, 2001, Nature Biotechnology (accepted for
publication).
26 Canadian Institutes of Health Research, Human Stem Cell Research: Opportunities
for Health and Ethical Perspectives, Ottawa, 2001.
27 See, for example, C. Weijer and EJ, Emanuel, “Protecting Communities in
Biomedical Research”, 2000, 289 Science 1142; and K. Glass et al., “Structuring the
Review of Human Genetics Protocols: Gene Localization and Identification Studies”,
1996, 18 IRB 1.
28 Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans,
Ottawa: Medical Research Council, 1998.
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mandates that subjects involved in genetic research should be provided,
as part of the informed consent process, with specific information about
the protocol - including information about the commercialization of the
research. Section 8.7 reads as follows:
At the outset of a research project, the researcher shall discuss with the
REB and the research subject the possibility and/or probability that the genetic material and the information derived from its use may have potential commercial uses.29
Another interesting guideline in the Tri-Council Policy Statement recommends that families participate in the consent process. Section 8.2
states:
Because genetic research involves the family and/or the community...
a potential tension exists between the individuals in the study and the
families who are thereby implicated. Therefore, free and informed consent shall also involve those social structures, as far as is practical and
possible.
Because Canadian consent law - as manifested in the common law has yet to embrace the idea of “family consent,” this provision remains
somewhat controversial. Canadian consent law is built on the ethical
principle of individual autonomy and has little room for processes that
mandate the participation of third parties. So while the notion of “group
consent” is gaining a degree of acceptance in the genetics literature, 30 it
is an area where Canadian law and ethics policy diverge.
V. CONCLUSION
As noted above, the goal of this paper is merely to provide the reader
with a few examples of Canada’s “genetic regulatory policy.” There are,
of course, many other relevant laws and policies-such as the emerging
provincial health information laws that govern the use and access to
health data. Moreover, despite over a decade of legislative inaction, it
Ibidem, at 8.8.
R. Chadwick and K. Berg, “Solidarity and Equity: New Ethical Frameworks for
Genetic Databases”, 2001, 2 Nature Reviews Genetics 318 at 318: “It has become clear
that some principles of biomedical ethics, such as individual informed consent, ...might
not be ideally equipped to deal with the issues that arise in large-scale population genetic
research”.
29
30
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seems likely that we will see new genetic policies and regulations in the
near future. The Canadian Biotechnology Advisory Committee is poised
to release major reports on the patenting of human genetic material and
higher life forms. The Canadian Institutes of Health Research will likely
remain involved in policy development in this area, as exemplified by the
recent release of the stem cell policy. And, perhaps most important, the federal
government is poised to legislate in the area of reproductive genetics.
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