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Canadians have always had a hard time reconciling health
and mercantilism. The publicly-funded system is, in part,
responsible for nourishing this collective position, as Cana-
dians rarely have to pay physicians and hospitals directly for
the health care and services they receive. Direct-to-Con-
sumer-Advertising (DTCA) is a particularly controversial
issue for Canadians, as it not only involves commercial
interests in health, but also allows for the appealing possibil-
ity of greater involvement for patients in decisions related to
their health.'

DTCA for prescription drugs is, in principle, forbidden in
Canada. Pharmaceutical companies are limited to aiming
their advertisement solely to health professionals. However,
discussion surrounding the DTCA issue remains relevant, as
the federal government has indicated its interest in revising
the Food and Drug Act. Key changes with respect to the
advertising of health care products are being seriously con-
sidered, notably regarding the introduction of DTCA for
prescription drugs.

Even though the legislation restricts most DTCA, the truth is
that Canadians, whether they want to be or not, are aware of
it. The current loopholes in Canadian legislation and poli-
cies, combined with the fact that advertising from the United
States reaches Canada via magazines, television and the
Internet, make DTCA an already-existing reality for
Canadians’. Therefore, in this article I propose stepping
away from the traditional binary debate about whether
DTCA is good or not in order to focus on some practical
issues and solutions. I will first discuss the legislation and
policies surrounding DTCA in Canada. Secondly, I will

underline the lack of involvement by certain key actors in
the debate. Finally, I will propose some potential solutions
(should DTCA be further implemented in Canada) that
would notably provide for greater involvement of these
actors.

The Status of DTCA Under
Canadian Law

The responsibility for interpreting and enforcing
drug-advertising regulations lies with Health Canada. It
seems that Canada, through current Canadian law on the
subject, has put its foot in the door with respect to DTCA,
but now doesn’t know if it should step in or slam the door
shut again. While DTCA is allowed for non-prescription
drugs, it is, in principle, restricted for prescription drugs.*
The Canadian Food and Drugs Act mentions that, “No per-
son shall advertise any food, drug, cosmetic or device to the
general public as a treatment, preventive or cure for any of
the diseases, disorders or abnormal physical states [...]”.>
The Act defines advertisement as including any representa-
tion by any means whatsoever for the purpose of directly or
indirectly promoting the sale or disposal of any food, drug,
cosmetic or device.’

Whereas the applicable regulation seems quite broad on the
definition of advertisement, a policy statement made by
Health Canada in 1996 indicated a distinction between
advertising and “information dissemination”.” This state-
ment had the impact of allowing “help-seeking” advertise-
ment, which describes the condition the drug treats, but not
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the name, price, or quantity.® As well, “reminder” advertise-
ment, which provides the name, price, or quantity of the
drug without stating its use, is permitted in Canada.” The
type of advertisement that is presently not allowed in Can-
ada is that which links both categories of information; that
is, the products’ names and their specific therapeutic claims.
This last type is called “product claim” and is permitted in
the United States.

However, the current capacity of Health Canada to effec-
tively restrict “real advertising”

Beyond this binary debate, for which convincing arguments
and supporting data can be found on both sides, one aston-
ishing fact remains: responsibilities of keys actors, such as
physicians and the government institutions, are often
neglected. The focus is almost exclusively on the pharma-
ceutical industry.

No surprisingly, people are quite quick to blame the phar-
maceutical industry. The David-versus-Goliath parallel may
be quite tempting for some and it remains relatively easy to

put the responsibility of many

remains uncertain. Various
actors have expressed serious
doubts about the ability of
Health Canada to deal with the
“offenders”.'” As an illustra-
tion, it took Health Canada six
months to inform
Wyeth-Ayerst Canada of its
contravention of the Food and
Drug Regulations.
Wyeth-Ayerst astutely aired
branded television advertise-
ments (ads) for a birth control

Various actors
have expressed serious
doubts about the ability

of Health Canada to deal

with the “offenders”.

problems on this industrial
giant. Even though the pharma-
ceutical industry is far from
exempt from some claims, its
mandate has the advantage of
being clear: create profit and
wealth for shareholders. Are the
mandates of the other actors
quite so clear?

There are some examples that
illustrate such a discourse. For
instance, the information that

pill and, a few weeks later, aired
unbranded ads with the same
actors. Although this tactic could appear prima facie to be in
accord with Health Canada’s policy statement, a notice of
violation was sent to the drug company.'' In another case
involving Glaxo Wellcome (now GlaxoSmith-Kline), it
took seven weeks after its first ad was aired for Health Can-
ada to intervene.'? One explanation to the lack of efficiency
might be that, since “official” advertisement is not permit-
ted, Health Canada remains relatively ineffectively
equipped to deal with DTCA issues. This is particularly
obvious when considered in light of the means available to
the U.S. Food and Drug Administration (FDA)."

Is the Pharmaceutical Industry the
Only Party Involved?

The pros and cons of DTCA have been extensively dis-
cussed by various actors. Most notably, opponents to DTCA
argue that it can mislead patients, stimulate inappropriate
and unnecessary prescriptions of drugs, and promote new
drugs for which certain adverse effects remain unknown. On
the other hand, its proponents claim that DTCA can educate
and empower patients, improve compliance with treatment,
and encourage earlier diagnosis of medical conditions.

advertising stimulates inappro-
priate and unnecessary pre-
scriptions of drugs is often cited to advocate against drug
advertising to consumers. Indeed, many studies have dem-
onstrated that there is a significant link between prescribed
drugs and advertisements.'* This influence exists whether
the advertising is directed at health professionals or at con-
sumers."> However, are the pharmaceutical companies the
only ones to blame for such results? Should medical profes-
sionals not be more aware of such an influence on their prac-
tice? Since physicians are already influenced by the
advertising directed at them (including other promotional
activities such as free samples, financed conferences, infor-
mation sessions, colloquia, etc.), to what extent should
Direct-to-Consumer advertising be restricted, due to its
potential influence on physicians?

As another example, the argument that the pharmaceutical
industry mainly promotes new drugs for which eventual
effects are difficult to predict is often cited. The industry has
an obvious “business” interest in promoting new drugs that
are still under patent protection, thus benefiting from lucra-
tive market exclusivity. Basically, the pharmaceutical com-
panies want to promote their products, maximize profits
while they are alone in the market and create brand loyalty
for the time when the product ceases to benefit from patent
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protection. However, isn’t one of Health Canada’s chief
roles to approve products after making sure they are safe?
Can the population presume that a Health Canada approval
means that adequate evaluation has been done with respect
to drugs that are available to the public? If new drugs repre-
sent a danger, shouldn’t the evaluation procedure, as well as
adverse event follow-up processes, be reinforced? Should-
n’t physicians also be more cautious when prescribing new
drugs?

But in the DTCA debate, the questions mentioned above are
rarely answered or even discussed. The role of physicians
and the government is an important part of the debate related
to DTCA and needs to be addressed. Otherwise, the debate
focuses almost exclusively on the good or the evil that can
result from DTCA. This approach is prima facie biased and
excludes from relevant consideration a practice that, in fact,
already exists in Canada. Accordingly, in the next section, I
will focus on how the further involvement of physicians and
the government could make DTCA a safer practice.

Possible Options for a Canadian
Solution to DTCA

Any appropriate DTCA solution should inevitably have the
protection of patients/consumers as its priority. The choice
of strict regulation and policy appears inevitable, as the
issue of DTCA raises many concerns; only the assurance of
strong regulation would be acceptable to Canadians. Since I
have underlined that the responsibility of the government
and physicians has often been underestimated in the previ-
ous section, I propose solutions that give a greater role to
these actors.

Health Canada

Mandatory pre-clearance of drug advertising may represent
a good way for Health Canada to control standards for
DTCA.'® In order to decide on what information ads should
contain, Canada could explore the U.S. experience. For
instance, the Food and Drug Administration (FDA) has
mentioned in different guidelines that a “fair balance” of
information be provided to consumers.'” This notion refers
to a balance of information about effectiveness versus infor-
mation about risks. Canada may also apply the standard
imposed by the Supreme Court of Canada concerning infor-
mation that should be given to a patient before consenting to
certain types of care.'® This standard requires that physi-

cians provide information relating to “material, special or
unusual risks”. In broad strokes, such a standard imposes the
disclosure of risks that are common and significant, as well
as those that are rare but serious (for example, paralysis or
death)."” Even though this standard would require adapta-
tion to the reality of television advertising,” it could also
provide a good indication of what information should be
given to consumers via television ads.

Another advantage of mandatory pre-clearance would be
the possibility for Health Canada to require a mention of
approval in ads that successfully make it through the pro-
cess. Obviously, there would have to be mention of the lim-
its of what such approval entails, so that patients clearly
understand the role of Health Canada. With such a mention,
people would be able to distinguish the Canadian ads from
their American counterparts. This would also indicate which
drugs are available in Canada.

To relieve Health Canada of the economic burden that a
pre-clearance service may represent, this service could be
financed by the pharmaceutical companies. To that end, a
fee for submitting an ad for pre-clearance could be imposed.
In Québec, such an approach already exists for pharmaceuti-
cal companies wishing to submit a research protocol for
approval by Research Ethics Committees.”’

Physicians

The fact that many studies have indicated that advertisement
has an impact on prescribing behaviour* makes it clear that
part of the solution is to intervene with physicians directly.
With the explosion of drugs and drug therapy options, it has
arguably become more and more difficult for physicians to
adequately keep pace with all the available information. For
many physicians, a significant part of their continuing edu-
cation in pharmacology is provided by various activities
organized by the pharmaceutical industry.” Exposure to
informative and unbiased assessments of drug therapies can
thus be limited. Since physicians have the ultimate power of
prescribing a drug or not, finding ways to maintain and
improve their prescribing behaviour is essential.

DTCA will put more pressure on physicians to keep up with
drug information. Based on an FDA survey, advertising
encourages patients to obtain more health information from
physicians and pharmacists.”* This additional source of
pressure is a good thing as long as physicians are adequately
prepared to face it. The argument too often put forth that

30

Health Law Review A}.



medical professionals are too busy to adequately discuss
health issues with their patients is not acceptable for ethical
and deontological reasons. The primary concern of physi-
cians must at all times remain the well-being of their patients
and their professional liability can be engaged for not doing
so. Thus, physicians need to be prepared, and if their educa-
tion on drugs is lacking, part of the solution lies in improv-
ing their knowledge.

As a means to improve physicians’ education about drugs,
Canadian policymakers should

be an important actor to involve due to its influence on the
practice of medicine in Canada and its role in prevention
with respect to practices that could have legal implications.
Providing guidelines would have the important benefit of
highlighting the existence of the issue of the pharmaceutical
industry’s influence over prescribing behaviour and of
improving awareness amongst those for whom the guide-
lines are intended.

The solutions discussed in this section are some of the
options that could be chosen for

work towards increasing the
flow  of  non-commercial
research. In addition, medical
schools should strengthen the
pharmaceutical component of
medical education and strate-
gies should be developed and
implemented to further encour-
age continuing education from
non-partisan sources. Another
interesting means of tackling
this issue would be to consider
ways of promoting greater

“Consequently, | propose
... mandatory pre-clearance
for consumer advertising and
improvement of physician
drug education.”

implementation with respect to
DTCA in Canada. Many other
options are also available, but I
chose to focus on the ones
above, as they address the roles
of oft-neglected actors in the
DTCA issue.

In this article, I have discussed
the status of DTCA under Cana-
dian law and policies. Whereas
DTCA is restricted in principle,
it is nevertheless a reality for

cooperation among physicians
and clinical pharmacists. This
idea was proposed at the National Health Policy Forum in
April 1998.% Data indicates that enhancing communication
between physicians and pharmacists improves prescribing
practices.”® This strategy would have the noticeable benefit
of further involving the pharmacist, a health practitioner
whose role is often neglected in health care and who pos-
sesses a considerable amount of knowledge in drugs. The
possibility of sharing more “neutral” information on drugs
would consequently be greatly enhanced.

Undue influence in prescribing patterns needs to be further
addressed by the medical community. This issue is currently
overlooked in Canada and physicians’ codes of conduct
concerning what conduct is expected from physicians
towards the pharmaceutical industry vary among Canadian
provinces. Guidelines must be created and, with that regard,
the Canadian Medical Association (CMA)*’ plays an impor-
tant role, as it provides standards for the practice of the med-
ical profession at a pan-Canadian level. In 2001, the CMA
updated its general guidelines regarding the interaction
between physicians and the pharmaceutical industry. Never-
theless, these guidelines do not directly tackle the issue of
undue influence in prescribing behaviours.” The Canadian
Medical Protective Association (CMPA) would also likely

Canadians as a result of certain
loopholes in the law and given
widespread access to U.S media. Thus, there is great need
for Canadians to address DTCA as a practical issue. In the
debate related to consumer advertising, one can see that the
pharmaceutical industry is often an easy target for blame,
leading to an underestimation of the responsibility that other
important actors, such as physicians and the government,
should have. Consequently, I propose solutions concerning
DTCA that could promote greater involvement of these
actors; that is, mandatory pre-clearance for consumer adver-
tising and improvement of physician drug education, includ-
ing the possible influence that the pharmaceutical industry
could have on a physician’s practice.

Catherine Regis is an S.J.D Candidate, University of Toronto, To-
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