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AIDS Clinical Trials

 

Is There Access for All?

 

n this issue of 

 

JGIM

 

, Stone and colleagues have asked
an important question.
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 Among patients with HIV in-
fection, do persons of color, women, and drug users par-
ticipate in clinical trials for new treatments of their dis-
ease as readily as do white men who do not use drugs?
Patients at the authors’ institution should have ready ac-
cess to clinical trials sponsored by the National Institute
of Allergy and Infectious Diseases through an on-site
AIDS Clinical Trials Unit (ACTU). But patients of color
and drug users were less likely to participate in clinical
trials, and patients of color and women were less likely to
consider themselves informed about clinical trial opportu-
nities. These authors are not the first to find a difference
in participation in AIDS clinical trials based on race. In
1995, Diaz et al. also found that among adults with AIDS,
blacks were less likely than other adults with AIDS to par-
ticipate in clinical trials, as were those with less than a
high school education and those who did not have a regu-
lar source of health care.
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 Why should we be troubled by
these differing rates of participation, and what can we do
to understand them better?

Lack of participation in HIV clinical trials by persons
of color, women, and drug users should trouble us deeply
for three principal reasons. First, changes in surrogate
markers, such as CD4 lymphocyte count and quantitative
assessment of viral load, are used instead of clinical out-
comes to expedite approval of antiretroviral therapies and
in initiating, monitoring, and changing these therapies.
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It may not, however, be correct to assume that changes in
surrogate markers, which are used to project the impact
of a treatment on the progression of HIV disease, are sim-
ilar in different racial groups, in different risk groups, and
in men and women.
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 Only by enrolling adequate numbers
of persons of color, injection drug users, and women will
we fully understand how to interpret changes in surrogate
markers in these groups.

Second, it is not always correct to assume that drugs
will behave similarly in different racial groups, or in men
and women.
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 Knowledge of differences in clinical re-
sponse to medications and potential toxicities that may
exist between different racial, ethnic, and gender groups
is essential for physicians providing care to these pa-
tients.

Third, it has been noted (without full explanation)
that throughout the United States, persons of color have
less access to health care and lower utilization of health
services than do whites.
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 As noted by Stone et al., lack
of participation in HIV clinical trials by minorities, women,
and injection drug users means lack of access to the new-
est treatments for the disease. Witness the startling ad-
vances in the treatment of AIDS with the development of

protease inhibitors.
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 These drugs have been available
by prescription only since late 1995, but before that they
were available through clinical trials.

In the Stone study, the reasons given most often for
not participating in clinical trials were: not being in-
formed about the trials; a lack of interest; and (less often)
fear of experimentation. Latino patients were twice as
likely as others to report being uninformed. As the au-
thors note, the generalizability of this study may be lim-
ited. The demographics of this group of patients differ
from those of many communities in race and ethnicity,
route of HIV acquisition, and socioeconomic status. But
perhaps more importantly, we must recognize that partic-
ipation by patients in clinical trials depends as much on
the physicians, nurses, and other personnel who staff
clinical trials units as it does on the patients.

We are told little about the staff in the present study.
For many clinical trials, whether sponsored by govern-
ment or by industry, patients do not self-refer, but are re-
cruited, sometimes aggressively. Researchers review pa-
tient charts to identify those who are eligible for a clinical
trial. A patient’s primary care provider may be approached
and asked if the patient would make “a good study candi-
date,” meaning someone who is likely to keep most ap-
pointments, someone who is judged to be at least fairly
responsible and somewhat reliable, someone who is not
suffering from a coexisting mental illness. There may also
be an unrecognized tendency by those recruiting to over-
look patients who have chaotic life styles, including women
with small children, for whom keeping appointments may
be complicated. Patients thought to have a substance
abuse problem are less likely to be perceived as good
study candidates.

Communicating details about trial participation with
patients who are not fluent in English may be difficult,
and researchers may incorrectly infer a lack of interest or
understanding.
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 Whether such judgments are made
knowingly or otherwise, we cannot fully understand the
differing rates of participation by persons of color, women,
and drug users until we learn more about the role of staff
judgment on subject recruitment.

Nonetheless, Stone and colleagues have underscored
that a problem exists at their institution and likely exists
in many other academic medical centers. We need not
wait for complete information to begin responding. The
authors advise us that, as a profession, we need to de-
velop greater cultural competence in discussing clinical
trials with patients from a diversity of backgrounds. We
need to develop appropriate educational material about
clinical trials for patients of color. We need to overcome
language barriers. In addition, incentives can be devised
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that will appeal to under-represented populations. The re-
search coordinator in my ACTU has had remarkable suc-
cess in recruiting women and persons of color by offering
baby-sitting for young children, plus public transporta-
tion tokens and meal vouchers for the study participant
and any family members or friends who accompany the
patient for study visits. (Debora Dunbar, personal com-
munication, December 30, 1996.) At a more fundamental
level, we need to continue efforts to help students and
residents communicate more effectively with a wide array
of patients on a broad spectrum of issues. A necessary
component of this effort is to help trainees understand
more about different cultures and the health beliefs that
are part of these cultures.

Stone et al. do not report the reasons given for trial
participation among the 22% of patients who took part in
a study, and this information could be helpful in learning
how to increase participation among persons of similar
backgrounds. The very advances in the treatment of HIV
infection that have brought an atmosphere of heightened
hope may make it more difficult to recruit patients for ad-
ditional trials. The ready availability of combination ther-
apy using protease inhibitors and reverse transcriptase
inhibitors may make patients less likely to self-refer, and
doctors less likely to recommend trial participation. For
this reason, and because it is equitable and just, doctors
caring for patients with HIV infection should learn to dis-
cuss relevant trials with 

 

all

 

 patients who are medically
appropriate candidates, just as we refer all patients for
preventive health studies. The research team must also
communicate that every effort will be made to help every
patient succeed in a trial.

Race, gender, and risk factors will continue to affect
the clinical treatment of patients with HIV infection, but
they must stop being barriers to participation in clinical
trials. The work of Stone and her colleagues serves to
make us aware of the problem of differential participation
in clinical trials. More work to understand the problem,
particularly the role of health care providers, is needed
before we can expect significant change.—
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