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Information about drugs undergoing the regulatory approval process in
Canada is shrouded in secrecy. The Health Protection Branch (HPB) of
Health Canada considers confidential the information submitted by a man-

ufacturer in requesting approval for a drug and at present does not publicly dis-
close that a product is under review. (In April 1998, the HPB proposed to list
products under review on its Web site; this has still not been finalized.) Nor
does the HPB have external advisory committees that meet in public to discuss
drugs under consideration. The net effect is to deny health care professionals
and consumers the right to make any intervention with the HPB before a drug
comes to market.

After a drug has received approval for marketing, information about it is still
highly restricted. The HPB will release information contained in the submission
only with the consent of the sponsoring company. If consent is denied, that infor-
mation remains confidential. The end result is that health care professionals may
be unable to review and validate the information that the HPB used in deciding
to allow a product to be sold.

This lack of access to health and safety data can be illustrated by my experience
with regard to pediatric antidiarrheal agents. The World Health Organization
(WHO) has concluded that these products have no place in the management of
acute diarrhea in children.1 This conclusion has been backed up by Public Citizen,
a health research group in the US, which analysed studies identified through a
MEDLINE search and the files of the US Food and Drug Administration (FDA).2

I wrote to the companies that make pediatric antidiarrheal products in Canada
and asked them, among other things, to send me a copy of all the studies they had
showing that their products were both safe and effective for the treatment of diar-
rhea in children. None of the 7 papers I received3-9 met the methodological crite-
ria outlined by the WHO for proving that antidiarrheal agents are effective.10

The fact that the manufacturers could not supply any methodologically
sound literature to support the use of their products raised a question in my
mind about the quality of the studies that had been submitted to the HPB to
obtain approval for their use in children. Accordingly, in November 1996 I
made a request to the Access to Information Centre of Health Canada for all
studies that the HPB had that dealt with the question of the efficacy of a range
of commonly used antidiarrheal agents. As of August 1998, or 21 months after
my request was filed, I am still waiting for a final answer.

Does it really matter whether or not I was able to obtain the requested docu-
ments within a reasonable time? After all, inappropriate use of antidiarrheal
medications is probably not a significant problem in Canada, and there have
been very few reports in children in this country of adverse events associated
with these products. In this case the lack of access to information is not critical,
but the principle that health care professionals and the public should have ac-
cess to health and safety data on drugs is one that needs to be established.

It is not hard to conceive of a situation in which lack of access to clinical in-
formation could be hazardous to patients’ health. It often happens that after a
drug appears on the market it becomes widely used for an indication for which it
has not been approved. It is entirely possible that the manufacturer initially ap-
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plied to have its product approved for this use, but the
application was rejected by the HPB because of inade-
quate proof of efficacy, concerns about safety or both.
Under the current system the HPB’s refusal to approve
the drug for that indication and the clinical data support-
ing that decision would never come to light. Physicians
could potentially keep using the product for the nonap-
proved indication for years.

Clearly, there are good reasons why manufacturing
information should be protected by the HPB. This is
proprietary knowledge that, if it became public, could
adversely affect profits by providing competitors with an
unfair advantage. In addition, personal data that enter
the files of regulatory agencies such as the HPB can in-
clude the identity of individual patients and health care
professionals as well as information on individual pa-
tients’ diagnoses. Any such information that might lead
to the identification of individual patients or health care
professionals should not be disclosed to any party.11

However, concerns about confidentiality do not apply
when it comes to health and safety data. There is no
good evidence to show that the interests of companies
would be harmed by the disclosure of this type of infor-
mation; more specifically, confidentiality is not necessary
to foster research and innovation.12 On the other hand,
nondisclosure has serious disadvantages for the HPB,
health care professionals and the public. If information
submitted to regulatory agencies is never disclosed, these
data will never enter normal peer review channels and
will therefore not be subject to scrutiny by independent
scientists. Without this type of feedback HPB reviewers
may be more prone to misjudge the accuracy or useful-
ness of the data submitted; moreover, the scientific at-
mosphere in the agency may be stifled and the profes-
sional growth of its staff severely inhibited.12 Deprived of
any independent access to information, health care pro-
fessionals have no choice but to accept the HPB’s judge-
ment about the safety and effectiveness of products. In
the case of well-established drugs this is probably not
much of a concern, but it may be different with new
drugs where experience is limited.

Finally, the public may be denied knowledge of the full
health effects of products so that they can decide for
themselves whether or not to use them. Even if most con-
sumers would never take the time to read health and
safety data, consumer-oriented journalists in consultation
with scientific experts could use some of this information
to inform the public of the risks and benefits of products.12

Issues of secrecy in drug regulation are being actively
debated throughout the world. In 1996 the International
Journal of Risk and Safety in Medicine devoted an issue to a
review of the situation in countries such as the UK, Japan,
Finland and Malaysia.13-16 An editorial accompanying these

articles noted that “secrecy, together with its ugly sisters
lack of transparency and lack of accountability, can distort
and undermine the prime function of drug regulation
which is to serve the public and protect health” and con-
cluded that “those involved in drug regulation cannot
properly serve the interests of those who use medicines if
they are not subject to public scrutiny.”17

Over the past few years many organizations have
started a dialogue on the question of secrecy in drug
regulation through a number of mechanisms. In Sep-
tember 1996 an International Working Group with
members from the Brazilian Society for Drug Monitor-
ing, the International Society of Drug Bulletins, the Dag
Hammarskjöld Foundation and the Malaysian National
Poison Centre met in Uppsala, Sweden, and issued a 10-
point statement on transparency and accountability.11

In early 1997 the European Medicines Evaluation
Agency (EMEA), the body responsible for centralized
drug approvals in the European Union, initiated a consul-
tation on improving access to information at a European
level; this initiative culminated in a workshop at the end of
October 1997. Although there are still many restrictions
on the release of information, the consultation and work-
shop reflect a greater willingness to engage in a discussion
than has yet been seen from the HPB. (Readers interested
in the statement on access by the EMEA can find it on the
agency’s Web site: www.eudra.org/emea.html.)

We need only look south of the border for an exam-
ple of a much more open system. In the US, third-party
requests for reports of the clinical trials submitted with
a new drug application are honoured within 10 working
days and the company involved does not have a veto on
the release of information. (Trade secrets such as a com-
mercially valuable plan, formula, process or device as
well as commercial or financial information are exempt
from release.) In addition, the FDA releases a Disclos-
able Summary, formerly known as a Summary Basis of
Approval, for newly approved drugs. These summaries
include a pharmacology review, a toxicology review, a
safety summary, a statistical review and the entire report
on the clinical trials submitted by the sponsor as well as
the FDA reviewer’s comments on those trials. The only
information routinely released by the HPB is the Offi-
cial Product Monograph.

To compare these 2 types of documentation, consider
the volume of information available for the product
carvedilol. The Official Product Monograph in Canada is
16 pages long, whereas the Disclosable Summary from
the US comprises 1009 pages. Finally, the review of
many drugs in the US is referred to expert advisory com-
mittees for an opinion before a final decision is made by
the FDA. These committees meet in public, and before
the formal meeting begins there is a 1-hour period,
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which can be extended, for public comment about the
drugs being considered.

As a result of cutbacks in federal funding, the Thera-
peutic Products Directorate, the arm of the HPB charged
with regulating drugs and devices, now receives about
70% of its financing from fees paid by pharmaceutical and
other companies.18 This situation has led to charges that
the drug companies have too much influence over deci-
sions made by the HPB and that public safety is being
sacrificed for corporate profits. If the HPB is to assure the
public that safety issues are of paramount importance in
its decisions and that there is no conflict of interest, then
it must start to provide rapid and open access to a much
wider range of information.

I thank Larry Sasich of Public Citizen Health Research Group for
providing information about accessibility of information in the US.
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Last December CMAJ published its first Holiday Review
issue. We hope this will become an annual tradition, but
that depends on you. Last year we presented the year in
review, with writers from across Canada looking back at
the advances within their specialties. This year, and we
admit unabashedly that we’ve stolen the idea from our
friends at the BMJ, we want to take a lighter approach.
Here’s what they look for: “The usual cocktail of the
deadly serious, the poignant, the speculative, the frivo-
lous, and the downright barmy.”

We know Canadian physicians can be as barmy as the
best of them, so we are throwing down the gauntlet. Give us
your weird studies, your unsubstantiated research, your out-
rageous anecdotal evidence, tell us why you should have
been a vet or an investment banker, document the undocu-

mented. To wit: one of the BMJ’s 1997 reports was entitled
“Do overweight people remove their shoes before being
weighed by a doctor? Consecutive study of patients in gen-
eral practice.” You get the idea. We are also looking for some
poignant, practice-related articles.

We’re seeking submissions of up to 1200 words, and
outlandish illustrations are encouraged. So are group ef-
forts — we’d love it if an entire clinic or even hospital
department participated. If you would like to discuss a
submission, please contact Dr. John Hoey, 800 663-
7336 x2118, hoeyj@cma.ca, or Patrick Sullivan, x2126,
sullip@cma.ca.

We must receive your written submissions or proposals 
by Oct. 1, 1998. Send them to Dr. John Hoey, Editor-
in-Chief, CMAJ, 1867 Alta Vista Dr., Ottawa ON  K1G 3Y6.
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