
Research ethics

s we consider the current status of re-
search ethics and informed consent, it is
useful to reflect on the findings recently
released in a report of the US Advisory
Committee on Human Radiation Experi-

ments. Although the committee found evidence that re-
searchers took issues of consent and voluntariness into
consideration as early as the 1940s and ’50s, the practice
of carrying out experiments without participants’ consent
was widespread. Much of the experimentation conducted
before the current era of human subjects protections
(which began in 1974) was guided by the notion that a
higher level of consent was required of healthy subjects
than of those who were seriously ill. One
physician–researcher interviewed by the
committee as part of an oral history proj-
ect commented with regard to routine
medical research in the middle of this
century: “All I could say at the end was
that these poor people were lying
there and we had nothing to offer
them and it might have given them
some comfort that a lot of people were
paying attention to them for this one
study. I don’t remember ever asking their
permission to do it.” Things have changed. To-
day, institutional review boards (IRBs) require a
higher level of protection for vulnerable subjects
than for healthy people. Yet the substantial num-
ber of highly publicized cases of scientific misconduct
provide evidence of the need for further improvement in
the ethical conduct of research. The committee’s report
suggested that IRBs and government agencies take the
lead in guiding more ethical research behaviours.1

Researchers in Scotland evaluated the potential impact
of expanding the role of IRBs.2 They randomly selected
12.5% of projects approved by an IRB during the previ-
ous year for retrospective review of research practices. Of
30 studies that had begun, 6 had no informed consent
forms available for review and 10 had consent forms that
were improperly completed. Three of the studies had
significantly changed the protocol, one had changed the
principal investigator and several had failed to notify the

IRB of patients who experienced adverse events. This
study suggests that ongoing IRB monitoring of studies in
progress is needed in addition to prospective review. Re-
searchers’ awareness that such monitoring is occurring
may improve their attention to ethical guidelines.

Recent revisions in research codes may also guide inves-
tigators. A draft code for research involving humans has
been developed jointly in Canada by the Medical Research
Council, the Natural Sciences and Engineering Research
Council of Canada, and the Social Sciences and Humani-
ties Research Council of Canada. In an era of interdiscipli-
nary research, one of the main objectives of this code is to
unify and explicitly state ethical standards, drawing from
the best of various disciplines.3 The code outlines IRB pro-

cedures and specifies the kinds of research that require
IRB review. It also establishes guidelines for rea-

sonable consent procedures across cultures and
for minors. Similarly, the specific require-

ments for conducting research in the US
and obtaining consent under certain cir-
cumstances had been further clarified.
The US Food and Drug Administra-
tion revised its regulations to remove
the requirement of prior informed

consent in the narrow category of ex-
perimental treatments provided in an

emergency to patients unable to provide
consent.4 These new rules recognize that it is

difficult in the emergency department to get a
comatose patient to sign a consent form before re-

ceiving a new drug or experimental therapy.
A much-publicized imbroglio this year highlighted the

fact that even when subjects are able to provide consent
there is a lack of consensus about what constitutes ethical
behaviour in research. The US Centers for Disease Con-
trol and Prevention and the National Institutes of Health
have funded placebo-controlled trials of zidovudine
among pregnant women in developing countries, despite
the fact that this medication has previously been shown
to substantially diminish the transmission of HIV in a US
population. The study was roundly attacked for exposing
the controls to a higher rate of transmission of the deadly
disease.5 Commentators compared these studies to the
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infamous Tuskegee Study of Un-
treated Syphilis. The directors of the
funding agencies defended the stud-
ies, arguing that the cost of the treat-
ment is well beyond the ability of
people in countries such as Malawi
to pay and that, therefore, no one is
being denied treatment that they
otherwise might have received. They
also note that informed consent was
obtained for participation in the tri-
als. Is it acceptable to conduct trials
with untreated controls in a poor
country using such a justification?
There appears to be a considerable
gulf between the advocates and the
critics of the HIV studies. Indeed, 2
members of the editorial board of
the New England Journal of Medicine
resigned in protest over the publica-
tion of the critique.6

If the highest ethical standard is
to be achieved in the conduct of re-
search, clearly we need to reach a
better understanding of what this
means. Given the many ways in
which deviations can occur and be
rationalized, only the most unam-
biguous policies and guidelines,
combined with a strategy for moni-
toring their implementation, have
any hope of being followed.
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