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Do enough women and minorities take
part in drug studies for neurologic diseases?

WHY DOES IT MATTER IF WOMEN AND
MINORITIES TAKE PART IN DRUG STUDIES
FOR NEUROLOGIC DISEASES? Women and
members of some minority groups are more likely
than other Americans to have a stroke. Minorities are
often more likely to have other neurologic diseases.
This makes it important for women and minorities
to take part in research that tests new drugs for stroke
or other neurologic diseases. If there are not enough
women and minorities in these drug studies, we will
not know whether or not the study results can be
applied to them. We also will not be able to decide
whether the effects of the drug are the same in
women and minorities as they are in other participants.
In the past, the number of women and minorities tak-
ing part in drug studies has been very low. This has been
changing recently, but in many drug studies, their par-
ticipation is still too low. In their article in this issue of
Neum/ag)/® (2011;76:354-360), Dr. Burke and his col-
leagues report how much progress has been made in
involving women and certain minority groups in drug

studies for neurologic conditions.

WHAT WAS LEARNED FROM THIS STUDY? Dr.
Burke and his colleagues looked at participation by
women, African Americans, and Hispanic Americans
in the major drug studies funded by the National
Institute of Neurological Disorders and Stroke
(NINDS). The NINDS is the main source of federal
funding for drug studies in neurologic diseases. They
looked at all major studies completed between Janu-
ary 1977 and October 2009. They wanted to see
whether reports about the studies mentioned how
many women and minorities took part, and whether
enough women and minorities were included. To see
if there was change over time, they compared the
studies completed before January 1995 (period 1)
with those completed after that date (period 2). They
chose these 2 periods because in 1995, the NIH
made special efforts to encourage reporting of
whether women and minorities took part in studies
and to get more women and minorities into studies.
The authors looked at 56 studies. All of them re-
ported on whether women took part. However, no
more than 50% of the studies reported whether African
Americans were included and less than 40% reported
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on whether Hispanic Americans were included. The
rates of reporting did not change between period 1 and
period 2. In studies where useful data were reported, the
percent of women in drug studies went up from 37% to
43% between the 2 periods, and the percent of African
Americans in the studies went up from 12% to 19%.
However, the percent of Hispanic Americans in the
studies went down from 7% to 5%.

WHAT DO THE STUDY FINDINGS MEAN FOR
YOU? Women should find the results somewhat en-
couraging. Drug studies in neurologic conditions are
regularly reporting whether women took part. The
percent of women in studies has been increasing.
This means that the results of more studies will apply
to both women and men, and that more studies will
be able to show whether the drug effects are the same
for men and women. African Americans can also be
encouraged by the fact that their participation in
neurologic drug studies has been increasing. Still,
many studies are not reporting whether or not Afri-
can Americans took part, so we do not know whether
the results of these studies apply to African Ameri-
cans or not. Hispanic Americans have special cause
for concern. Less than half of the examined studies
reported whether Hispanic Americans were in-
cluded. And although Hispanic Americans currently
make up about 15% of the US population, their rate
of participation neurologic drug studies is well below
this level, and has decreased over time.

WHAT CAN BE DONE TO IMPROVE THIS SITUATION?
Researchers studying drugs for neurologic conditions
need to recognize that their studies have not included
enough Hispanic Americans, and that they need to
improve outreach to this group. They also need to
continue working to include enough women and Af-
rican Americans in their studies so that these num-
bers do not drop. At the same time, women, African
Americans, and especially Hispanic Americans need
to be willing to consider taking part in drug studies
when they are given the opportunity. Journals that
publish findings from drug studies should insist that
authors report the gender, race, and ethnicity of
study participants. This way, health care providers
who read these reports will know what groups the
studies’ findings apply to.
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About clinical trials

WHAT IS A CLINICAL TRIAL? A clinical trial is a
research study that tests how people respond to a new
drug or other health-related treatment. The goal is to
see whether a new treatment is safe and effective.
Clinical trials are usually done in phases. Phase I tri-
als test a treatment in less than 100 people. This is
done to see if the treatment is safe and to identify its
side effects. Phase I trials study the treatment in sev-
eral hundred people to see if it is effective. Safety and
side effects are also measured again. Phase III trials
are much larger studies with up t01,000 people or
more. They gather more evidence about treatment
effectiveness, safety, and side effects. Results are used
to develop directions for health care providers about
proper use of the treatment.

WHAT IS IT LIKE TO BE IN A CLINICAL TRIAL?
There are many types of clinical trials. Clinical trials
follow a protocol—a detailed description of how the
study should be done. All trials involve some type of
testing at the start and end of the trial so researchers
can tell how safe and effective the treatment is. All
trials also have rules for who can participate. Often,
only people with a certain disease can join. A person’s
age or other characteristics or experiences might also
affect whether he or she can participate. The goal is
to include people in the study who can receive the
treatment safely and benefit from it. In most clinical
trials, “random assignment” is used. This proce-
dure—similar to a coin toss—is done to select people
who will receive the new treatment and those who
will not. Those who do not get selected to receive the
study treatment might receive a treatment that is al-
ready in use or they might receive a placebo. A pla-
cebo is something that looks the same as the
treatment being studied, but does not have any treat-
ment effect. Researchers use random assignment be-
cause it is a very good way to know whether any
changes that take place in participants during the
study are due to the new treatment.

WHAT ARE SOME PROS AND CONS OF BEING
IN A CLINICAL TRIAL? Pros. Clinical trials partici-
pants get access to new treatments before they
become widely available. There is a chance that re-

ceiving the new treatment will be helpful. Partici-
pants can get useful information about their own
health from the health care team in charge of the
trial. Even if there is no personal gain, it can be very
satisfying to help medical researchers discover new
knowledge that might benefit large numbers of peo-
ple in the future.

Cons. People who join clinical trials may receive a
placebo instead of the new treatment. If they do re-
ceive the new treatment, they may not benefit from
it. They could also have side effects from the new
treatment, which could be severe or even life-
threatening. Some studies require large time com-
mitments over long periods, which can be tiring or
interfere with daily life.

SHOULD YOU PARTICIPATE IN A CLINICAL
TRIAL? We need clinical trials to discover safe and
effective medical treatments. Trials cannot be done
unless people volunteer for them. To carefully evalu-
ate a single new treatment, hundreds of volunteers
are usually needed. Many thousands of volunteers are
needed now to evaluate all promising new treatments
on the horizon. Studies need volunteers from across
the population, including women and minorities.
While the need is great, you should get the answers
to many questions before deciding to participate.
These include the following: What is the purpose of
the study? What kinds of tests and treatments will I
experience? What are the possible benefits and side
effects of the tests and treatments? How much time
and effort will the trial require? Will there be any
cost? Will I receive any payment? Will I be given the
results of the trial at the end of the study? A properly
run clinical trial will answer all these questions and

more.

FOR MORE INFORMATION

clinicaltrials.gov

htp:/lclinicaltrials.gov/ct2/home

Medlineplus: clinical trials
hittp:/fwww.nlm.nih.govimedlineplus/clinicaltrials.htm!

US Food and Drug Administration
http:/fwww.fda.gov/forconsumers/byaudience/forpatientadvocates/
participatinginclinicaltrials/default. htm
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