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sponse to these challenges that may de-
termine the future of Nepal in this
time of crisis.
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Summary Basis of Decision in
context

In their analysis of Health Canada’s
Summary Basis of Decision (SBD)

initiative, Joel Lexchin and Barbara
Mintzes1 raise important issues about
transparency, but they do not discuss
the unique Canadian legal context
within which manufacturers submit
their information for review.

The confidentiality of drug submis-
sions is anchored in Canadian common
law, federal statutes and international
trade obligations. Drug manufacturers
can usually argue successfully that data
kept in trade confidence by the manu-
facturer and submitted to Health
Canada in confidence are excluded
from disclosure under the Access to In-
formation Act. The recent Federal
Court of Canada decision in the Singu-
lair case2 may impose further limits on
the release of review information under
access legislation. In the interests of
public disclosure, Health Canada has
appealed that decision.

With some exceptions, the North
American Free Trade Agreement and
the World Trade Organization’s
Agreement on Trade-Related Aspects
of Intellectual Property Rights also re-
quire member countries, including
Canada, to take steps to protect data

filed with a national authority as a con-
dition for market authorization.

Lexchin and Mintzes contend that
the US Food and Drug Administration
(FDA) routinely posts detailed infor-
mation submitted by the drug com-
pany, along with FDA reviewers’
analyses. In fact, the FDA ceased publi-
cation of Summary Basis of Approval
documents in 1994, opting to publish
hundreds of pages of review infor-
mation, with confidential commercial
information severed. The FDA was
subsequently criticized by the US in-
spector general for not providing sum-
mary information;3 that criticism was
based on concerns about the readabil-
ity of the full reviews for many seg-
ments of the public. 

The SBD provides concise public
information on the quality, clinical effi-
cacy and safety elements of a drug sub-
mission, including summaries of clinical
trial design and premarketing adverse
events. Our consultations indicate that
this is a major step forward, particularly
for consumer associations and health
care providers.

Diane Gorman
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[The authors respond:]

Diane Gorman maintains that
Canadian federal statutes prevent

Health Canada from releasing clinical
information about safety and efficacy
without the consent of the company
submitting the data. In doing so, she ig-
nores a section of the Access to Infor-
mation Act that allows the release of

such information if it “would be in the
public interest as it relates to public
health.”1 To our knowledge, Health
Canada has never chosen to use this
clause to disclose information. 

Health Canada’s Science Advisory
Board examined whether the North
American Free Trade Agreement cre-
ated a barrier to disclosure of premar-
ket clinical trial data and concluded that
“Measures to require transparency for
the protection of the public are not a
violation of this treaty obligation.”2

Ms. Gorman points out that the
FDA stopped posting Summary Basis
of Approval documents in 1994, but
that was because of the workload in-
volved, not because of the North Amer-
ican Free Trade Agreement. The
redacted review information still con-
tains detailed reports of methods and
results of the clinical trials that the
companies performed. As we pointed
out in our commentary,3 that informa-
tion is not available in the SBD.

Finally, Ms. Gorman says that
Health Canada’s consultations show
that consumer associations and health
care providers find the SBD a major
step forward. She fails to mention the
statement issued by those attending the
Health Canada SBD consultation, who
endorsed the goal of transparency but
stated firmly that “the model for a
Summary Basis of Decision put forward
at this consultation does not meet these
common goals.” Groups signing the
statement included the Canadian Orga-
nization for Rare Diseases, Doctors for
Research Integrity, the Hospital Em-
ployees Union, the Society for Diabetic
Rights, Women and Health Protection,
PharmaWatch and the BC Persons
With AIDS Society. 
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