
gious US academic institutions such as
Duke, Virginia Commonwealth, Johns
Hopkins, Pennsylvania and the Fred
Hutchinson Cancer Institute, not omit-
ting the sad Poisson breast cancer trial
at the University of Montreal. 

In the US, the FDA inspects both
the private and university teaching hos-
pital REBs. Yet, all the above major
problems found by Food and Drug Ad-
ministration or Office for Human Re-
search Protections inspections have
been at academic institutions. 

Legitimate differences of opinion
will always exist in a free society. Im-
proving the protection of human re-
search subjects is everyone’s concern
and responsibility — whether a particu-
lar study is vetted by an REB in the
university/public study sector or private
sector. 

Jack Corman
President
Morris A. Blajchman
Alternate Chairman
Allan Knight
Chairman 
IRB Services
Aurora, Ont.  
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Charles Weijer has elegantly dis-
cussed the ethical issues regarding

the use of placebo controls in clinical
therapeutic trials.1 However, can one
speak of placebo-controlled trials when
the patient is told that he or she might
receive an inactive drug or procedure?
A placebo is defined in the Shorter Ox-
ford Dictionary of 1811 as “a medicine
given more to please than to benefit the
patient.”2 Thus a placebo is a pharma-
cologically inert drug or a dummy pro-
cedure prescribed with therapeutic in-
tent. Patients in modern-day clinical
therapeutic trials are, by this definition,
not given a placebo and cannot be un-
der current guidelines. 

The prescribing of a placebo implies
deception. Conversely, allocating an in-
ert therapy to a patient who has been
instructed that it is inert, with their
consent, is quite a different matter. In-

ert controls provide a greater delta of
response than placebo controls. 

Currently, the use of placebo ther-
apy is denounced by most ethicists,3,4

but practising physicians caring for pa-
tients find it more acceptable. Why is it
deceitful to prescribe a placebo when
most modern drugs, especially anti-
rheumatic drugs, are only marginally
better and certainly more toxic?5 Most
alternative therapies can be considered
super-placebos6 and are certainly very
popular with patients. The greatest
placebo is the doctor, a fact appreciated
by William Osler.

I hope that the recent National
Conference on Appropriate Placebo
Use in Clinical Trials, held in Ottawa,
was not only attended by scientists,
ethicists and policy-makers, but also pa-
tients and their families. It is, after all,
the patient who is at the end of the final
common pathway.

W. Watson Buchanan
Professor Emeritus
McMaster University
Hamilton, Ont.
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[The author responds:]

The point of my commentary1 is
simple: Canada’s regulatory system

for the protection of research subjects is
broken and needs to be fixed. Proof of
this failure is found in the approval by 19
out of 20 research ethics boards (REBs)
of a placebo-controlled trial that clearly
violates article 7.4 of the Tri-Council Pol-
icy Statement and paragraph 29 of the
Declaration of Helsinki.2,3 Effective regula-
tion of research requires change at a va-
riety of levels, including the researcher,
institution, funding councils, and Health

Canada. It is not surprising that a strong
emotional response has been evoked in
the letters to the editor. When some-
thing is broken, some will continue to
insist — however implausibly — that it
is working just fine.

Grenier claims that I have not pro-
vided sufficient information to deter-
mine if the trial in question falls into
one of the exemptions laid out in article
7.4. This is not the case. I invite readers
to compare the text of my article with
article 7.4a-g. This protocol qualifies
for none of the listed exemptions.

Corman and colleagues are correct
that university and hospital REBs are
subject to conflicts of interest because
their institutions receive money to con-
duct research, and researchers often
dominate REBs. This is yet another as-
pect of the current system that needs to
be fixed. In 1993, Paul McNeil pro-
posed that REBs ought to be composed
of equal numbers of community and in-
stitutional representatives, and the REB
chair must be a community member.4

The problem with for-profit REBs can-
not, however, be fixed. The REB is a
social oversight mechanism charged
with the public’s trust to protect re-
search subjects. This trust will surely be
eroded when the regulatory system
contains elements that exist to turn
ethics reviews into profit. Corman and
colleagues helpfully provide other ex-
amples supporting my point that
Canada’s research regulatory system is
broken.

Buchanan reasonably asks whether a
placebo given in the context of a mod-
ern clinical trial is really a placebo be-
cause research participants are in-
formed that they may receive a placebo.
A fascinating literature is available on
so-called revealed placebo use in med-
ical practice.5 It is unclear that decep-
tion is key to achieving a placebo effect.
In any case, placebo use in clinical trials
is not fully revealed because subjects are
only informed that they may receive a
placebo, not that they will receive one.

Charles Weijer
Department of Bioethics
Dalhousie University
Halifax, NS
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AIDS in a war zone

For the past year I have been a vol-
unteer working with Médecins

Sans Frontières in Bukavu in the De-
mocratic Republic of Congo on a pilot
HIV/AIDS care project that aims to
show that it is possible to provide high-
quality HIV care and prevention ser-
vices in the context of a chronic war.
The HIV prevalence in Bukavu, a city
of 500 000 people, is estimated at 10%.
Our project operates 3 clinics for sexu-
ally transmitted diseases, a centre for
voluntary HIV testing and counselling
and an HIV treatment clinic. In the
coming months we hope to add a pro-
gram for the prevention of mother-to-
child transmission and to introduce an-
tiretroviral therapy. The constraints
include a war that began in 1996, a fail-
ing health care system, chronic malnu-
trition, poor hygiene and stigma against
people infected with HIV. 

I recently attended the XIV Interna-
tional AIDS Conference in Barcelona.
There were 15 000 participants, and an
overwhelming volume of information
was presented. Now that I have re-
turned to the Congo, 3 metaphors that
I encountered in Barcelona continue to
ring true.

“We are in a war with HIV” was the
mantra of activists and field physicians
alike. The battlefield is the 40 million
people currently infected with HIV
(90% of whom live in developing coun-
tries). Our most effective weapon is an-
tiretroviral therapy, and research pre-

sented in Barcelona showed that anti-
retroviral programs in settings with
very few resources can boast high levels
of patient compliance, produce excel-
lent clinical results and work synergisti-
cally with HIV prevention programs.
The reality here in Bukavu (as in most
of Africa) is that there is no access to
these life-preserving medications; we
are losing this war.

The epidemiologists stated that “we
are in a race with HIV.” By 2010 there
will be an additional 49 million new
cases of HIV infection globally (worst-
case scenario). If we do everything possi-
ble to introduce prevention and treat-
ment programs to poor countries we can
prevent 29 million of these new cases.
This means that with our best efforts we
can only slow down the epidemic by
two-thirds over 8 years, but we have no
hope of stopping it; we started too late
for that. In Bukavu it feels as though we
have hardly left the starting gates.

The last metaphor came from an
Ethiopian physician. “To beat this

virus,” she said, “we need to respond like
a virus.” We need to infect a region with
all the means necessary for HIV preven-
tion and treatment. Then we need to
multiply and advance these efforts geo-
metrically to cover the entire health
zone, then the entire province, country
and, finally, continent. To accomplish
this we need to be highly organized and
to make a strong commitment of both
finances and human resources. In the
Democratic Republic of Congo we lack
the leadership and the means to imple-
ment such a comprehensive strategy.

As a Canadian physician working in
Africa, I relay the call from Barcelona
to my colleagues back home to end the
complacency that allowed 3 million
people to die last year of what is now a
treatable disease. We all have a part to
play in combating this epidemic.

David Tu
Family Physician
Médecins Sans Frontières
Bukavu, Democratic Republic of Congo
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