
The regulatory activities of Health Canada safeguard
the health of Canadians by ensuring that new drug
products and medical devices meet the highest stan-

dards of safety, efficacy and quality. Some industry advo-
cates and policy-makers deem that our present regulatory
system is inefficient, that it delays market access for useful
food and drug products and that it thwarts research by mak-
ing investment costs prohibitive. These claims notwith-
standing, health practitioners would be well advised to ex-
amine proposed regulatory changes that have the potential
to adopt lower standards harmonized for international com-
petitive advantage and that introduce food and drug prod-
ucts into the market before independent scientific assess-
ment has been completed.

In late March 2005 the federal government declared a ma-
jor restructuring of Canada’s regulatory policy, affecting every-
thing from the automotive industry to the economic develop-
ment of First Nations communities.1 If legislated, this Smart
Regulation strategy will streamline and speed up approval for
new drugs, foods, biotechnology products, veterinary prod-
ucts and pesticides and will harmonize standards, especially
between Canada and the United States. Although the govern-
ment’s declaration recognizes the key role of regulatory policy
in the preservation of the environment and the maintenance of
public health, its emphasis lies elsewhere — on economic
growth, increased trade and faster market access.

The impetus for the Smart Regulation strategy dates back
to 2002, when the federal government launched a 10-year
plan to move Canada to the front ranks of the world through
the use of innovative financial, marketing and knowledge-
translation strategies. It created the External Advisory Com-
mittee on Smart Regulation “to recommend areas where gov-
ernment needs to redesign its regulatory approach to create
and maintain a Canadian advantage.” The composition of the
committee, however, did not reflect the range of Canadian in-
terests. Eight of the 10 committee members had either exten-
sive corporate experience or work experience as management
consultants. Remarkably, one member is the managing direc-
tor of an international consulting firm that proudly advertises
privatization, deregulation and liberalization as the pillars of
its business.2

On Sept. 23, 2004, a news release accompanying the final
report of the External Advisory Committee on Smart Regula-
tion quoted the prime minister as saying “Our objective is to
modernize regulation to enhance conditions for an innovative
economy while finding improved ways to meet high stan-
dards of social and environmental protection.” The news re-
lease continued with an emphasis on the importance of regu-
lation: “Regulation is a key way by which governments work
to protect the health, safety and socio-economic well-being of
Canadians as well as Canada’s natural environment.”3

Characteristically, this news release was self-contradictory

in what another critic of the project identified as “an invisible
balancing act.”4 In the first sentence, an “innovative econ-
omy” is given priority and “high standards of social and envi-
ronmental protection” are subordinated, but later “making
the system less complex, more responsive and effective” is
subordinated to “finding improved ways to protect the health
and safety of Canadians.”3 This kind of equivocation is an es-
sential component of the rhetoric of Smart Regulation. 

In April 2005 the Standing Committee on Health exam-
ined Bill C-28 which, if passed, will amend the Food and
Drugs Act to allow interim marketing authorization of some
food products and exempt food products containing pesti-
cides at levels below some “maximum residue limit.” Yet sci-
entific evidence supporting this amendment remains uncer-
tain. As Michael McBane, the national coordinator of the
Canadian Health Coalition, informed the standing commit-
tee, “If it’s science-based regulation at Health Canada, show
us the science.”5

The Smart Regulation strategy has not been adequately
scrutinized by regulatory scientists or the Canadian public;
instead, it has been marketed as an unquestionable advance
in industrial and economic policy. If the strategy becomes
law, the government risks no longer being a protector of pub-
lic health but a cheerleader for economic growth.

In only a few years, a grammar of “smart” has exploded
onto the national and international scene. We hear of smart
communities, smart drugs, smart labels, smart risk, smart
weapons, smart cars, smart hydro and smart marketing, but
we are blocked from getting answers to necessary questions:
What sort of smart analysis determines the balance between
cost-effectiveness and health impact? Whose evidence do the
regulators use to evaluate these data? How effective and safe
are the vaccines or therapies that might be fast-tracked
through a reformed regulatory process? Which populations,
communities and people are protected? Who is left out? Who
profits and who benefits from therapeutic intervention
programs? 

The government calls for public input to the direction of
its regulatory policy; yet by framing the policy as “smart,” it
pre-empts any critique from an informed public. As Robert
Heilbroner has observed about the use of words such as “effi-
ciency,” “cost” and “value,” the word “smart” “smuggles into
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the evaluation process the prerogatives and requirements of
the social order to which that economy caters.”6

There is no quarrel with effectiveness, efficiency, timeli-
ness, transparency and accountability, the 5 principles set out
by the External Advisory Committee on Smart Regulation, but
proper deliberation has been lacking in at least 4 instances. 

First is the government’s claim that Canadian policy must
be in sync with American policy. This is especially true with
the regulation of pharmaceuticals and biologics, where the
practices of the US Food and Drug Administration do not set
an acceptable standard for either licensing or review.7–9 Get-
ting drugs to the market faster is neither effective nor efficient
when those same drugs later have to be withdrawn because of
their harmful side effects.10

Second is the claim that risk assessment should be gov-
erned by instrumental cost–benefit analysis. Although an
important aspect of any regulatory practice, cost–benefit
analysis must never be allowed to determine policy. Equal at-
tention must be given to the precautionary principle, which
states “When an activity raises threats of harm to human
health or the environment, precautionary measures should be
taken even if some cause and effect relationships are not fully
established scientifically. In this context the proponent of an
activity, rather than the public, should bear the burden of
proof.”11 Application of the precautionary principle acts as a
brake on the adoption of novel drugs and treatments, yet
smart regulation turns it on its head — no evidence of harm
appears to be taking precedence over the requirement of sci-
entific evidence for a drug or pesticide’s safety.

Third is the degree of optimism about the ability of the pri-
vate sector to cooperate effectively in the regulatory process.
For example, although the pharmaceutical industry has made
laudable contributions to national well-being, it invariably
lobbies for deregulation policies that would allow it to quickly
get its new patented products to market.

Fourth is the claim that smart regulation does not mean
deregulation. If that is true, why, then, does Jayson Myers, sen-
ior vice-president and chief economist of the Canadian Manu-
facturers & Exporters, pin his hopes on smart regulation as
“the key plank of this Government’s economic agenda” and as
“the right idea at the right time for Canada”?12 Perhaps Ottawa
will be less insistent about its claim after looking at the Govern-
ment of British Columbia’s Web site (www.sbr.gov.bc.ca
/deregulation/default.htm), where an initiative for deregulation
is spelled out explicitly and where the concepts of “deregula-
tion” and “smart regulation” amount to the same thing.

“Smart” rhetoric has pre-empted the policy discussion the
government claims it desires. Regardless of the fate of our
present minority government, we must provide the public
with a better understanding of the relation of sound regula-
tion to public health; otherwise physicians will run the risk of
prescribing drugs high in hype, yet low in efficacy.13 May
Health Canada’s regulatory authorities be strengthened and
left able to do their job. That would be a wise and good out-
come for all of us.
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