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Regulatory Approach
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The temptation to respond to emerging social
problems or sensational but atypical events
through the vehicle of the generally-applicable
criminal law must therefore be resisted,
according to this approach [of restraint], and a
dispassionate assessment made of the validity of
employing thecriminal law, asopposed to other,
less intrusive or more specialized means.*

The public tends to demand prohibition of
conduct that is universally opposed, but expects
issues of moral ambiguity to be regulated.?

I. Introduction

In large part, Bill C-13, The Assisted Human Reproduction
Act,® provides a framework for a reasonable regulatory
scheme. It creates the Assisted Human Reproduction
Agency of Canada and givesit a broad mandate to “protect
and promote the health and safety, and the human dignity
and humanrights, of Canadians, and to foster theapplication
of ethical principles” inrelation to reproductivetechnol ogies
and to issue licences for avariety of “controlled activities.”
As | have argued elsewhere, the adoption of this flexible
scheme is an entirely sensible way to regulate reproductive
genetics.®

However, the bill aso prohibits a number of activities,
including: reproductive and therapeutic cloning, thecreation
of embryosfor research purposes, germ line alterations, non-

medical sex selection and commercial surrogacy. The
continued use of rigid statutory prohibitions has been
criticized, to varying degrees, by avariety of commentators,
myself included.®

In this brief article, | will not revisit the arguments for the
adoption of aregulatory approach. Rather, | addressthree of
the main criticisms of the use of aregulatory scheme. The
following discussion borrows from and builds on two
recently published articles.’

II. Claim: Statutory Prohibitions are
Flexible and Responsive

A number of commentators have suggested that statutory
prohibitions are, in fact, flexible enough to handle this
dynamic area, noting that, technically, Parliament can enact
and amend laws relatively quickly.® Indeed, it has been
suggested that Parliament can create anew law or amend an
old one in as short as 24 days.® The recent terrorism laws
illustrate the potential speed of Parliamentary action.'® But,
in reality, Parliament rarely moves so quickly. To cite the
most obvious example, the Canadian government has been
trying to enact legislation in the area of reproductive
technology for almost ten years. There is little reason to
believe that Parliament will be inclined to move more
quickly in the future. And once the laws are enacted, they
may be difficult to alter in response to new scientific
developments or new social concerns. As noted in the
Government of Canada’'s The Criminal Law in Canadian
Society:
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The practice of a century in Canada has shown
that Parliament can, and has, found it relatively
easy to subject conduct to criminal sanctions, in
response to specific problems or particular
demands. But once an act has been made
criminal, it is difficult to remove or lessen
criminal penalties, even in responseto changesin
public attitudes, perceived inconsistencies in
application, or emerging experience
demonstrating that use of the criminal law might
be excessive. . .*!

One can argue that this is an area that

lll. Claim: There is a Consensus
that Prohibitions are Required

It has been suggested that statutory prohibitions are justified
because the prohibited activities are major social concerns
and that, therefore, statutory bans are warranted. For
example, the Standing Committee on Health stated that:
“[t]he use of the statutory ban also signals that these
activities are of such concern to Canadians that their status
as a prohibited activity may not be altered except with the
approval of Parliament.”**

warrants continued Parliamentary
oversight and that, within that context, the
Parliamentary processis fast enough. Fair
enough. Such an argument, however, goes concern?
to theissue of democratic accountability,

But is there evidence that

But is there evidence that all of the al of the prohibited
prohibited activities are a major social

activities are a major
social concern? As| have
noted in several past

to be covered below, and not to speed of

legislative action. Given the pace at which Parliament
typically movesto enact or amend legislation, it clearly does
not have the flexibility and responsiveness that would
characterize a regulatory body. Indeed, the need for
flexibility and responsiveness are among the accepted
justifications for the very existence of regulatory schemes
generally. As noted by Jones and de Villars:

There are a variety of reasons for subordinate
legislation, including:...c) The power to delegate
to an administrator allows greater flexibility in
applying statutory provisions to changing
circumstances; d) The need for rapid
governmental action may require faster
administrative response than can be achieved by
amending parent |egislation; [and] €) Innovation
and experimentation in solving socia problems
may not be possible if parent | egislation must be
amended.®

It should not be forgotten that by creating the Agency the
federal government haslargely recognized thevalueof using
a regulatory approach in this context. There is not, then,
resistance to the regulatory approach per se, but to the use
of aregulatory approach for the listed prohibited activities.
But what is gained by handling these activities through
statutory prohibitions instead of placing them in the
jurisdiction of the Agency? Why are statutory prohibitions
believed to be needed?

publications, other than
for reproductive cloning, there is little or no social
consensusabout therelevant issues.®Infact, givenavailable
evidence, it seems clear that there is currently no public
consensus or agreement within the academic, religious or,
even, scientific communities about the risks and benefits of
many of the prohibited activities.® And for some of the
prohibited activities, such as “therapeutic cloning,” the
public appears to favour use of the technology. In fact, | am
unaware of any data that shows a majority of the Canadian,
British or American publicto be against therapeutic cloning.
Recently, the USPresident’ sCouncil on Bioethicsexplicitly
noted this lack of 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” ®® — a surprising result given that a more
conservative recommendation was anticipated. For most of
the activities that are banned in Bill C-13, | am doubtful that
the desired “moral consensus’ will ever be found.

I highlight this opinion data not to suggest that the
government should craft laws based on public surveys (an
inherently flawed methodology) or, even, on the hope of
building social consensus, but to show that there is no clear
evidencethat Canadiansview many of therelevant activities
as grave social concerns worthy of statutory prohibitions
(one of the government's stated justifications for the
prohibitions). It is entirely possible to base alaw banning a
particular technology on strictly moral/ethical arguments —
even in the face of a promotive or ambivalent public.'® For
example, it has been suggested that one “test” for whether an
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act should be considered a criminal offenceis that it must,
in some way, “seriously contravene our fundamental values
as to be harmful to society.”? In this context, it is possible
that there may be no consensus about the way and degree to
which a given value is implicated, but general agreement
about the relevance of the value.”*

W ithout a clear and consistent public mandate, it is essential
that the relevant “fundamental values’ and philosophical
foundations for a particular regulatory response be
articulated and have an enduring relevance. This is
especially true in the regulation of science, where so many
of the relevant variables — considerations of safety, the
state of the science, and public opinion — are in a state of
flux. But in the context of reproductive technologies, there
is also little or no agreement about the role or relevance of
core values, such asthe role of human dignity. In fact, there
is still an ongoing debate about whether and how
reproductive cloning infringes human dignity or harms the
“clone.”#

Moreover, the way in which the prohibitions relate to the
relevant core values is unclear. For example, the Standing
Committee on Health provides a list of “over-arching
considerations” — including human dignity, the protection
and promotion of health, and non-commodification — but
fails to adequately explain why prohibitions are needed in
order to protect and further these principles.”® To cite just
one example, the justifications for the ban on therapeutic
cloning are that it is “unsafe and commodifies the
embryo.” %

Though therapeutic cloning could generate agreater demand
for embryos, thus creating an environment where
commodification is more likely, the act of therapeutic
cloning does not commodify the embryo. As such, if we
agree that commodification is the problem, we could focus
the regulatory response on the buying and selling of
embryos, not thetechnology (for example: currently, we ban
the buying and selling of kidneys, not Kkidney
transplantation).

Protection of health istheother “core value” invoked by the
Standing Committee in relation to therapeutic cloning.
However, it is unclear what unique safety concerns are
associated with therapeutic cloning (indeed, there is no
official documentation regarding theissue) so asto justify a
statutory ban. To my knowledge, therapeutic cloning would
be no more dangerous than many other experimental
treatments (should we use federal statutory bansto address
experimental chemotherapy?). In addition, it would be
unusual for the government to develop a specific ban for a
potentially unsafe medical procedure — regulation, through

the health professions, research ethics policy and Health
Canada, is, for better or worse, the norm.

Intheend, itisdifficult to support the argument that thereis
a consensus that all of the prohibited activities are grave
social concernsworthy of statutory prohibitions. Thereisno
doubt that the public would like to see the area regul ated,®
but there remains little consensus about the severity and
nature of the relevant social concerns. This lack of social
consensus, the shifting nature of the relevant science and the
absenceof concrete and coherent ethical counter-arguments,
make many of the listed activities, such as therapeutic
cloning, wonderful examples of activities that should be
closely regulated rather than banned. As argued 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.”?® This could be done
easily by shifting the control of most of the prohibited
activities to the Agency.” The Agency will have the
flexibility necessary to respond to the diverse and changing
social attitudes. And, hopefully, the Agency can serve as a
forum for ongoing public dialogue.

V. Claim: Regulatory Schemes
Lack Sufficient Democratic
Accountability

One can persuasively contend that reproductive genetics is
an area of such significance that it demands continued
oversight by elected officials and that Parliament isthe ideal
forum for public debate on this kind of critical social issue.
| find this to be the most compelling argument against the
use of aregulatory approach.

| have great sympathy for both aspects of this position.
Despite the lack of clear judtifications for the use of
statutory prohibitions, their use ensures Parliamentary
involvement in the regulatory process and, as such, any
change to the law would likely trigger broad Parliamentary
and public debate. Indeed, | believe that, at some level,
concern about oversight and accountabil ity lie at the heart of
much of the opposition to the use of aregulatory approach.
There is an understandable resistance to placing this
complex area in the hands of a “bureaucratic entity.”

However, a deep desire for Parliamentary review, on its
own, does not stand as a satisfactory justification for the use
of criminal legislation. There has to be, of course, a
reasoned justification for the use of statutory prohibitions.
We do not make something a statutory criminal offence
simply to ensure oversight by elected officials. There must

22

Health Law Review L;’l



be something about the specific act to warrant the
application of the strongest of our regulatory tools. Indeed,
as noted elsewhere in this volume® without clear
justifications, the long-term legitimacy and, even, the
constitutional validity of the legidation may be
compromised. To date, these clear justifications have been
absent. And given the shifting nature and moral ambiguity
of the topic, | believe that clear, generally accepted
rationales for many of the suggested statutory bans will
alwaysremain elusive.

The challenge, then, is to produce a regulatory framework
that can provide the best of both worlds — that is, aflexible
regulatory approach that can respond to therapidly changing
science, is respectful of the diverse mora positions,
encourages and facilitates ongoing public debate and is
sufficiently accountable. Though a detailed analysis of the
characteristicsof the regulatory scheme is beyond the scope
of this brief paper, such a body should, at a minimum, have
the following elements:

. a multi-disciplinary membership, including experts
from the clinical, natural and social sciences;

«  apublic consultation process;*

. an educative and public engagement role (such as the
issuance of regular “bulletins’ outlining the Agency’s
approach to various issues); and

«  the use of anegative resolution process.*

V. Other Arguments

Below is a brief review of some of the other arguments
relevant to the use of a regulatory scheme.*

A Regulatory Scheme Will Not Have
Symbolic Weight

Another justification for the use of statutory bansisthat they
have more symbolic weight than the regulations. As
suggested by the Standing Committee: “An outright statutory
ban signals more clearly that certain activities are either
unsafe of socially unacceptable.”*® This justification is
problematic in that it assumes that the concerns are of such
weight as to warrant this type of “signal.” As | note above,
the government has not established this fact.

Also, the “symbolic” message of a statutory prohibition is
considerably different, at |east potentially, from aregulatory
approach. The public message of a well-structured
regulatory scheme should be that open, vibrant and
continued dialogue is encouraged. The message of statutory
bans is that public debate is closed.

Finally, thereisno reason that a regulatory body could not
be set up to be a high-profile, transparent entity that has
great symbolic weight.

The Technologies Don’t Work

It has also been suggested that one reason to allow aban on,
for example, therapeutic cloning isthat, at the current time,
we don't know if it will work. Thisis hardly ajustification
for the enactment of a statutory prohibition. We don'’t ban
something because it doesn’t work or is currently
“impractical.” ** Obviously, there needsto beanother reason
for the ban.

The Research May Lead to Unsafe and
Immoral Practices

Many of the recommended bans, such as the ban of
therapeutic cloning, have been supported on the premise that
they could |ead to or will facilitate unacceptable procedures.
An example argument would be that we should ban
therapeutic cloning because it could lead to reproductive
cloning. This seems a reasonable argument for regulation
but not for a ban. Governments rarely, if ever, ban
“precursor” researchor technologies. For example, weal low
research on highly dangerous chemicals, radioactive
materials and infectious agents, all of which, if used
improperly, pose afar greater immediate threat to humans
than cloning technology.

VI. Conclusion

The area of reproductive geneticsraises a variety of unique
and challenging regulatory challenges. Itismy hopethat the
government will be able to create a regulatory framework
that retains both the benefits of a flexible and responsive
regulatory regime and yet remains sufficiently accountable.
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