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1. Introduction

Few areas of scientific inquiry have generated as much social controversy as
embryonic stem cell research. Almost as soon as the first major stem cell break-
throughs were announced in 1998,' there were calls for the development of some
kind of regulatory response. Though few countries have actually developed legis-
lative schemes to govern stem cell research, it remains an area of intense policy
debate.

In this brief article, I provide an overview of the relevant laws in several
countries. This is not meant to be a comprehensive analysis of the complex social
factors at play in the regulation of embryonic stem cell research. Rather, I merely
seek to provide the reader with a sense of how policy makers have reacted to this
controversial area of research. More broadly, I make a few observations about the
nature and timing of the regulatory response and the challenges associated with
making laws in this context.

2. Stem Cell/Cloning Laws: An International Overview

Despite a great deal of international policy debate which has surrounded
embryonic stem cell research and related technologies, there are, in fact, few
countries with laws designed to specifically address the unique issues associated
with this area. Indeed, most countries in the world do not have “stem cell” or even
“cloning” legislation. Even the technology of human reproductive cloning remains,
from an international perspective, largely unregulated.”> As noted by Professor
Bonnicksen: “Many of the nations with advanced scientific infra structure have
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laws or policies to preclude reproductive cloning. Taken overall, however, few of

the world’s nations have cloning laws”.?

That said, many developed nations do now have or are now developing
regulatory schemes.* The following is a review of some of the existing laws.

i) Restrictive/Prohibitive Approaches

A number of countries already have laws that create a very restrictive
environment for research involving human embryos. For example, Ireland and
Austria have laws that limit research on and the creation of human embryos to
situations involving reproduction. In countries with a strong and broad ban,
particularly in Ireland, the laws are often founded on a clear and relatively consistent
and publically accepted religious mandate. These laws were not developed with
embryonic stem cell research in mind — indeed, they were enacted before the major
stem cell advances had occurred. Nevertheless, because the laws restrict what can
be done with human embryos, there is little doubt of their application in this context;
embryonic stem cell research is, in a practical sense, outlawed.’

Germany and the United States stand as examples of jurisdictions with rather
inconsistent approaches to the regulation of embryonic stem cell research. Both
countries have invested in biotechnology but also have regulatory schemes that
make publicly funded embryonic stem cell research problematic. In the US, a
jurisdiction where the policy making enterprise is often dominated by abortion
politics, the government has restricted funding to research involving existing stem
cell lines.® In Germany, embryo research is essentially banned, but the importation
of existing stem cell lines is permitted.’
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i) “Middle Ground” Approaches

A more moderate approach is emerging in a variety of jurisdictions. For
example, some countries are considering or have already adopted what has been
called a “cautious” approach.® In general, these schemes allow research on “spare”
embryos left over from assisted reproductive procedures, such as in vitro fertiliza-
tion. However, the creation of embryos for research purposes and all forms of
somatic cell nuclear transfer involving human embryos, including “therapeutic
cloning,” are banned. Canada’s proposed law, Bill C-13, The Assisted Human
Reproduction Act,’ stands as a good example of this approach. If passed, the law
would create an oversight entity that would govern all research that involves human
reproductive material. This would capture research involving human embryonic
stem cells. “Therapeutic cloning” and the creation of embryos for research purposes
are, however, criminalized by specific statutory provisions.

France has adopted a similar stance. Research on surplus embryos is permit-
ted, subject to the issuance of a licence, so long as there is a medical goal to the
research and there is no other way to do the research. The creation of embryos for
research purposes and therapeutic cloning are prohibited. Similarly, the Australian
government recently proposed a law that would allow research on embryos but
criminally bans therapeutic cloning and the creation of embryos for research.'.

iii) “Flexible”, “Liberal” or “Pragmatic” Approaches

At the other end of the regulatory spectrum lie the jurisdictions that either
explicitly allow or have not explicitly excluded the possibility of a full range of
research activities, including therapeutic cloning and the creation of embryos for
research purposes. The regulatory framework present in the United Kingdom is
undoubtedly the best known of these approaches. The UK has a licencing scheme
which regulates all research involving embryos; this includes the possibility of
therapeutic cloning and the creation of embryos.'!

Recently, the State of California decided to proceed in a similar manner. This
will be the first US jurisdiction with a law “explicitly allowing scientists to derive
human embryonic stem cell lines as well as to clone embryos to study and treat
diseases”.'” Other countries which have a regulatory environment that has the
potential to allow this type of research include Singapore, Japan and Israel."
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3. The International Scene: A Few Observations

Though few countries have enacted laws that are specific to the area of stem
cell research, I believe a number of broad trends can be observed. First, many of
the applicable laws were, in fact, enacted prior to many relevant scientific devel-
opments. And many of these laws, such as those in Germany, Spain, Austria, and
Ireland, are among the most prohibitive. Indeed, other than the UK, there are no
jurisdictions that had a potentially permissive scheme in place prior to the birth of
Dolly. Many of these prohibitive laws seem closely tied to a specific cultural or
historic context, such as Ireland’s strong Catholic tradition and Germany’s eugenic
past. These laws were not the product of public or political debates about the
benefits or risks associated with stem cell research, but were based on other, longer
standing, policy considerations.

Second, among those laws that were developed after the birth of Dolly and
the major stem cell advances, we see much more variation. Though virtually every
country that has enacted or is in the process of enacting laws in this area has chosen
to ban reproductive cloning,' there are some stark differences in the manner in
which research involving human embryos, and therefore stem cell research, is
addressed. As I will argue below, this variation is hard to justify on a cultural basis
alone, and seems, more than anything, to highlight the ad hoc nature of many of
the existing and proposed schemes.

It is also worth noting the impact of the chronology of scientific events.
Scientific advances often unfold in an unpredictable manner. How the public reacts
to a given advance or application undoubtedly has an impact on how future related
technologies are received. Had the atomic bomb not been the lay public’s introduc-
tion to the potential of atomic energy, perhaps the public’s view of nuclear power
stations would have, rightly or not, been much different. Likewise, the context in
which embryonic stem cell research has emerged seems likely to have had a
significant impact on public perception and, more importantly, regulatory policy.

The first stem cell advances, in 1998, came at a time when there was a degree
of general anxiety about the need to control biotechnology." Indeed, since the start
of the Human Genome Project in approximately 1990, there were calls for greater
oversight of genetic research and the commercialization process,'® including con-
cern about human gene patents, genetic discrimination, and the inappropriate
alteration of the human genome.'” Then, in 1997, came Dolly, the first successfully
cloned mammal. With her announcement also came the introduction of the practical
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use of somatic cell nuclear transfer technology.'® While this advance was met with
scientific praise, the public’s reaction was that of concern and a call for regulatory
control."

Shortly after, in 1998, the first major breakthroughs in embryonic stem cell
research were announced. This was followed closely by scientific speculation about
the potential application of the Dolly technique to stem cell research, a method often
referred to as “therapeutic cloning”.?® Again, these scientific advances generated
excitement among most of the research community and for many in the lay public.
However, they also created a tremendous amount of policy making activity and, in
some cases, the enactment of specific laws. Often, these policy discussions seemed
to combine concerns about reproductive cloning and the potential abuses of genetic
research with debates about how to regulate embryonic stem cell research and thera-
peutic cloning. As a result, many of the emerging laws deal with these issues within
the same piece of legislation (e.g., Canada’s Bill C-13 addresses a broad range of
issues even though it was meant to be a law regulating reproductive technologies).!

Further, the historical context has had an impact on the scope and tone of
existing and emerging laws. For example, the technique of therapeutic cloning
seems to be an obvious victim of the chronology of scientific events. Had there not
been such an international and largely adverse reaction to the possibility of human
cloning, it is unlikely that the use of somatic cell nuclear transfer for research and
therapeutic purposes would now be the subject of specific criminal prohibitions,
such as in Canada. Of course, many of these prohibitions have also been heavily
influenced by the abortion debate and views of the moral status of the embryo and,
therefore, therapeutic cloning would never be considered entirely benign by all in
the lay public. But without the strong public reaction to Dolly, I believe that somatic
cell nuclear transfer would not be the target of specific prohibitive legislation.

Paradoxically, in some jurisdictions, the chronology of events, specifically
the advances in stem cell research, have introduced even greater moral ambiguity
into the policy debate, thus making a regulatory response more challenging. As
noted by Pattison: “...even though there is widespread acceptance of the view that
creating a cloned child is immoral, the use of cloning technique for other purposes
is far more controversial. This might explain why legislatures have been slow to
pass new legislation in this area”.” For instance, the potential benefits associated
with, for example, therapeutic cloning has caused a hesitation in the legislative
process in a number of jurisdictions that appeared politically predisposed to a
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prohibitive approach to the issue of human cloning. In July of 2002, the US
President’s Council on Bioethics explicitly noted the lack of moral consensus
stating that, therefore, a ban on all forms of human cloning was not justified and
that a moratorium should be imposed to give time “to seek moral consensus”.”
Given the conservative stance of the Bush administration, this relatively moderate
recommendation came as somewhat of a surprise. It is clear, however, that the
scientific and therapeutic potential of somatic cell nuclear transfer had an impact

on some members of the Council.?*

In total, much, but not all, of the international policy debate involves a
balancing of concerns about the moral status of the embryo and reproductive
cloning against the potential benefits of stem cell research and therapeutic cloning.
The intense social debate around these issues has created, at least in most jurisdic-
tions, a state of moral ambiguity. In other words, there is little or no social consensus
about how the risks and benefits balance and, therefore, few countries have
provided their legislators with a clear public mandate. The later the jurisdiction has
chosen to regulate, the more intense this moral ambiguity seems to be.

4. “Therapeutic Cloning,” Jurisdictional Variation
and the Role of “Moral Ambiguity”

The international debate surrounding the acceptability of therapeutic cloning
serves as a good example of how this moral ambiguity has played out in the
development of policy. In Canada, for example, survey research has consistently
shown a degree of public support for stem cell research and even the concept of
therapeutic cloning. A recent poll found that six in ten Canadians approve of the
creation of cloned human embryos for collecting stem cells.” This seems like a
significant amount of support given that both the controversial terms “embryo” and
“cloning” are used and the survey question makes no mention of potential thera-
peutic benefit. An early study that did relate the technique to potential treatments,
specifically to the cloning of human organs for transplant, found that three quarters
of respondents said it was either very or somewhat acceptable.”® Despite such
evidence, which is similar to work done in a variety of other jurisdictions, including
the US and the UK,” a number of jurisdictions have prohibited or are likely going
to prohibit the technology.
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This has led to a strange jurisdictional conflict where culturally similar
countries have strikingly different regulatory approaches to therapeutic cloning.
For example, Canada and Australia are set to criminally ban the technique with
punishments ranging from 10 to 15 years in jail. Meantime, California and the UK
permit therapeutic cloning. Since the available evidence indicates that all four of
these jurisdictions can be characterized as having a similar degree of moral
ambiguity (specifically, a population that is generally supportive of the science but
with a vocal minority — in Canada, about 1 in 5 — who are strongly opposed), this
discrepancy in regulatory approaches seems hard to justify.®® Do Canadians and
Australians really feel so differently about therapeutic cloning from their Califor-
nian and UK counterparts that a criminal sanction with a heavy prison sentence is
required? Indeed, there are few other human activities that have met with such
different regulatory responses from such culturally similar nations.

An examination of available policy documents reveals that in all of these
jurisdictions the legislators seemed to have considered the same issues. For exam-
ple, though the Report of the California Advisory Committee on Human Cloning
is certainly more thorough and scientifically accurate than the Canadian Govern-
ment’s Report, both touch on the same basic topics: concern about the potential
adverse impact of reproductive and therapeutic cloning and discussions regarding
the moral status of the embryo.”” Nevertheless, Canada concludes that statutory
prohibitions are needed for all forms of somatic cell nuclear transfer while Califor-
nia recommends allowing research with close governmental oversight. Interest-
ingly, Canada seems to base its decision, at least in part, on the existence of social
consensus. In explaining the need for prohibitions, a document from Health Canada
that accompanied an early version of the legislation argued that “[t]here is a broad
consensus that the activities that would be banned under the proposed legislation
are not acceptable in Canada”.*® But as we have seen above, this simply is not the
case.

In the end, political and legal issues seem to have played the most significant
role in the adoption of statutory prohibitions. For example, the constitutional
framework of a jurisdiction may limit the regulatory options available to legislators.
In Canada, health is a provincial matter, while criminal law lies within the
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jurisdiction of the federal government.*! As a result, it is easier for the federal
government to claim jurisdiction over the area if it makes legislation grounded in
the criminal power. In the UK, however, the national government does not have to
contend with these jurisdictional issues and, as a result, may have more regulatory
options available.

And, of course, the politics of abortion permeate much of the relevant
discourse and policy making activity. Indeed, given the lack of scientific justifica-
tions for a ban and evidence of a public that is generally supportive of therapeutic
cloning, one wonders if the ban adopted by the countries with a “cautious” approach
(e.g., Canada, Australia and France) is primarily a political compromise meant to
appease the vocal minority. In the US, the anti-abortion community has had an
obvious and explicit impact on government policy, primarily because of the largely
anti-abortion stance of the Bush administration. In the UK, an anti-abortion group
led alegal action that sought to challenge the Human Fertilization and Embryology
Act’s (HFEA) authority over the regulation of “therapeutic cloning”.* In countries
like Canada and Australia, the impact is less obvious, though the lobby is certainly
present.® By highlighting the presence and influence of this vocal minority I do
not mean to discount its substantive relevance. On the contrary, discussions about
the moral status of the fetus are present in virtually every policy document.
However, in many jurisdictions, such as the UK, the US, Canada, and Australia,
there is no social consensus on the moral or legal status of the embryo, and there
never will be. In such a state, the adoption of prohibitive legislation appears
inappropriate. As noted by Gogarty and Nicol: “The public tends to demand
prohibition of conduct that is universally opposed, but expects issues of moral
ambiguity to be regulated”.**

5. Conclusion

For me, the variation we see in how jurisdictions address embryonic stem
cell research, and especially somatic cell nuclear transfer, highlights the difficulty
of regulating an area so permeated with moral ambiguity. One can certainly
sympathize with governments throughout the world as they seek ways to face the
unique challenges associated with this controversial research. But given the lack of
social consensus about the technology (indeed, with the passing of time the moral
ambiguity seems to be intensifying), the use of statutory prohibitions is surely a
mistake. Whether one favours a more restrictive research environment or one that
leaves room for activities like therapeutic cloning, a more responsive regulatory
scheme seems only logical. Given the speed of scientific advance, the legal
framework should be developed in a manner that allows a reasonably quick
response to both new social concerns and scientific advances. As noted by Shaun
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Pattison in his review of the international scene, “...legislative prohibitions can
quickly become dated”.* Whatever scheme is adopted, it should be crafted to meet
the realities of stem cell research. There is never going to be moral consensus,
science will move forward and create unique regulatory challenges, and new social
concerns are going to emerge.
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