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US exceptionalism and
research ethics

In their Comment on the World
Medical Association Declaration of
Helsinki, Peter Lurie and Dirceu Greco
(Mar 26, p 1117)* claim that the 2002
Council for International Organ-
izations of Medical Sciences (CIOMS)
International Ethical Guidelines for
Biomedical Research Involving Human
Subjects? are "heavily US-influenced”.
This is a misleading statement.

During the revision process in
1998-2002, CIOMS organised several
consultations with the participation
of senior experts in research ethics
from different parts of the world. The
material commissioned for the con-
sultations on contentious issues was
published to encourage further dis-
cussion. The final preparation of the
draft guidelines was made by a group
of eight experts from Africa, Asia,
Latin America, Europe, the USA, and
the CIOMS Secretariat. The final draft
was posted on the CIOMS website for
comments, which were subsequently
considered by the CIOMS Secretariat.

A CIOMS conference was convened
in 2002 to discuss and, as far as possi-
ble, endorse a final version to be sub-
mitted for final approval to the CIOMS
Executive Committee. Besides repre-
sentation of member organisations of
CIOMS, the participants included
experts in ethics and research from all
continents.

Guideline 11, Choice of control in
clinical trials, was intensively dis-
cussed during the entire revision
process, but no consensus was
reached. Consequently, the commen-
tary on guideline 11 reflects the
opposing positions on the use of a
comparator other than an established
effective intervention for control pur-
poses.

The steps of the entire revision
process are available on the CIOMS
website in the Background section,” as
is the text of guideline 11 and the
commentary thereon.
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What is particularly galling about
America’s rejection of international
opinion and ethical standards® is its
selectiveness. Our government and
the researchers it funds proudly pro-
claim their adherence to the Helsinki
Convention  when they believe
(whether rightly or wrongly is another
matter) that they have played by those
rules. For example, a study published
in 2003 was funded by the US
National Institutes of Health and car-
ried out entirely by the Department of
Veterans Affairs; it included a double-
blind “control” group of active heroin
addicts who were given placebo to
control withdrawal. Predictably, their
experience was so bad that this por-
tion of the trial had to be terminated
prematurely. The authors proclaimed
that their work “was conducted in
accordance with the Declaration of
Helsinki”.

It is distressing when a nation holds
itself to be above internationally
recognised and promulgated conven-
tions and standards, but interpreting
unilaterally what deserves compliance
and what does not is a shade worse.
“My country, right or wrong”, maybe;
but not anywhere in between that we
decide is convenient.
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Unethical clinical trials in
Thailand: a community
response

Concerns over the tenofovir trial in
Thailand are far more profound than
your Mar 26 Editorial suggests.*

The Helsinki Declaration states that
placebo-controlled trials should only be
used in the absence of proven prophy-
lactic, diagnostic, and therapeutic
methods. The tenofovir trial studies the
use of tenofovir to prevent HIV spread
associated with injecting drug use
(IDU). Half the participants will receive
tenofovir and half placebo. None will
receive the most effective prevention
tool that currently exists: clean needles
and syringes. There is no law in Thailand
opposing distribution of injecting
equipment. The fact that the trial spon-
sor—the US government—opposes dis-
tribution of injecting equipment does
not alter this ethical requirement.

The Thai government takes a hard
line against drug users, leading in the
past to widespread human rights
abuses® and up to 3000 extrajudicial
killings. At the Bangkok AIDS confer-
ence in July, 2004, the government’s
position shifted towards favouring
harm reduction, but drug users in
Thailand remain a highly vulnerable
group. Researchers have an obligation
to ensure that participants are pro-
tected against human rights abuses.

Benefits to study participants fall
short of ethical requirements. The
sponsors initially planned to give teno-
fovir to the placebo group for 1 year
after the trial: half the trial participants
would receive nothing, and those
placed at greatest risk of infection
would receive the drug only for short-
term use. Subsequent negotiations
have ensured that all participants will
receive tenofovir, but this needs to go
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further: all participants should receive
the highest standard of care including
quality referrals, support, treatment,
and care.

Underlying these issues is the most
profound problem with this trial: the
lack of proper community involvement
in its design. The IDU community in
Thailand is not invisible: the Thai Drug
Users Network has been in existence
since 2002 and includes more than
120 members. But this group was not
consulted at any stage.

According to the US Centers for
Disease Control and Prevention, a com-
munity advisory board is planned, but
only after the final protocol has been
approved by three ethics committees.
This would preclude community input
in the study design and give little possi-
bility for influencing the final protocol in
any significant way.

The IDU community would like to
support this trial. But community
involvement must be a partnership
based on reciprocity, not an a-posteriori
response to bad publicity. Many in the
IDU community in Thailand have legiti-
mate concerns about the trial design
and location, and are affronted that
these concerns® have been ignored. As a
result, dialogue between the two sides
has broken down.

This is not the first time HIV trials in
Thailand have raised concerns from the
community.* Calls have previously been
made for an institutional mechanism
that would systematically ensure com-
munity participation,” and steps have
recently been taken to establish such a
mechanism under the stewardship of
the Thai Red Cross. A rigorous, stan-
dardised consultation process is the
only way to ensure that trial participants
in poorer countries are included as part-
ners in international research. The teno-
fovir trial illustrates once again how
urgently such a mechanism is needed.
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On March 4, 2005, the Women's
Network for Unity, a grassroots repre-
sentative collective of sex workers
based in Phnom Penh, Cambodia,
wrote to Prime Minister Hun Sen
about the tenofovir trials' in which
they were to be recruited, stating:
“Cambodian people are not waste and
Cambodia is not waste bin!”

The Network has about 5000 mem-
bers in 13 provinces and cities in
Cambodia, yet was not consulted
about the planning or implementa-
tion of the trial. The letter continues:
“There are some NGOs still pushing
women to participate in the unethical
trial. Those people only think about
their own benefit, not ours. They have
not provided information and docu-
ments related to the trial to us . . .
What worries us the most is that the
research group does not have a clear
ethics protocol for this clinical trial.
They are pushing us to do what they
think is right and take no concern
about our lives.”

It is worthy of note that there has
been a reduction of new HIV cases for
several years, attributed largely to the
rising use of condoms in commercial
sex.? However, sex workers’ powerless-
ness and consequent vulnerability to
HIV is made worse in Phnom Penh
where almost all sex workers are raped,
usually by police or gangsters who act
with impunity because sex workers
have no recourse to a justice system.

They are treated as non-citizens, with-
out choice or rights. This is exemplified
at times by the 100% Condom Use
Programme which further deprives
workers of control over their working
environments.> This reality, coupled
with the nation’s lack of quality med-
ical services, makes current and future
promises of medical treatment and
negotiations for access to cheap teno-
fovir sound distressingly empty.

Duan has advocated a consumer
model to counter barriers to participa-
tion in HIV vaccine trials.* Sex workers,
who have been subject to research fora
couple of centuries with little discern-
able benefit to them, and often harm,
would prefer not to be regarded as
consumers of a research package. Sex
workers have voices, as individuals and
through groups formed to speak on
their behalf, and expect to be part of the
decision-making process about what
research is done using their bodies, the
design and implementation of this
research, and subsequent follow-up. In
the process carried out by researchers
funded by the US National Institutes of
Health, they were neither placed on the
community advisory boards nor directly
addressed about their concerns until
after they had made such a fuss that the
Prime Minister was forced to intervene.

Most generously, sex workers (and
their advocates) have indicated their
willingness to continue involvement in
trials, but a great deal must change
before researchers are worthy of their
confidence. A political and social envi-
ronment that undermines their status
as human beings, and threatens their
lives and wellbeing, must be relevant
considerations when making decisions
about research. And they must be
party to this decision-making process
from the earliest stages.

As people living at the margins, sex
workers rarely have access to respectful
treatment and thus are unlikely to
derive benefits from the results of a trial
in the long term—even were these to
be promised. At the very least, they and
their representatives should be treated
with respect and their contributions
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