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Clinical Research Trials and You

| QUESTIONS & ANSWERS

What is a clinical trial?

Clinical trials are part of clinical research and at the
heart of all medical advances. Clinical trials look at new
ways to prevent, detect, or treat diseases. Treatments
might be new drugs or new combinations of drugs, new
surgical procedures or devices, or new ways to use existing
treatments. The goal of clinical trials is to determine if a
new test or treatment works and is safe. Clinical trials
can also look at other aspects of care, such as improving
the quality of life for people with chronic illnesses.

Who participates in clinical trials?

Many different types of people participate in clinical
trials. Some are healthy, while others may have illnesses.
A healthy volunteer is a person with no known significant
health problems who participates in clinical research

to test a new drug, device, or intervention. Research
procedures with healthy volunteers are designed to
develop new knowledge, not to provide direct benefit

to study participants.

A patient volunteer has a known health problem and
participates in research to better understand, diagnose,
treat, or cure that disease or condition. Research
procedures with a patient volunteer help develop new
knowledge. These procedures may or may not benefit
the study participants.

Patient volunteers may be involved in studies similar to
those in which healthy volunteers participate. These studies
involve drugs, devices, or interventions designed to prevent,

treat, or cure a disease. Although these studies may
provide direct benefit to patient volunteers, the main
aim is to show, by scientific means, the effects and
limitations of the experimental treatment. Consequently,
some patients serve as controls by not taking the test
drug or by receiving test doses of the drug large enough
only to show that itis present, but not at a level that can
treat the condition. A study’s benefits may be indirect for
the volunteers but may help others.

People participate in clinical trials for a variety of reasons.
Healthy volunteers say they participate to help others
and to contribute to moving science forward. Participants
with an illness or disease also participate to help others,
but also to possibly receive the newest treatment and to
have the additional care and attention from the clinical
trial staff. Clinical trials offer hope for many people and
an opportunity to help researchers find better treatments
for others in the future.

All clinical trials have guidelines about who can participate,
called inclusion/exclusion criteria. Factors that allow
someone to participate in a clinical trial are “inclusion
criteria.” Those that exclude or do not allow participation
are “exclusion criteria.” These criteria are based on factors
such as age, gender, the type and stage of a disease,
previous treatment history, and other medical conditions.
Before joining a clinical trial, a participant must qualify
for the study. Some research studies seek participants
with illnesses or conditions to be studied in the clinical
trial, while others need healthy volunteers. Some studies
need both types.



What questions should | ask before deciding
if | want to take part in a clinical frial?

If you are offered a clinical trial, feel free to ask any
questions or bring up any issues concerning the trial at
any time. The following suggestions may give you some
ideas as you think about your own questions.

THE STUDY

What is the purpose of the study?
Why do researchers think the approach
may be effective?
+ Who will fund the study?
Who has reviewed and approved the study?
How are study results and safety of participants
being checked?
How long will the study last?
What will my responsibilities be if | participate?

FOSSIBLE RISKS AND BENEFITS

What are my possible short-term benefits?

What are my possible long-term benefits?

What are my short-term risks, such as side effects?
What are my possible long-term risks?

What other options do people with my disease have?

How do the possible risks and benefits of this trial
compare with those options?

FARTICIPATION AND CARE
What kinds of therapies, procedures, and/or tests
will I have during the trial?
Will they hurt, and if so, for how long?

How do the tests in the study compare with those |
would have outside of the trial?
Will I be able to take my regular medications while
participating in the clinical trial?
Where will | have my medical care?

+ Who will be in charge of my care?

PERSONAL ISSUES
How could being in this study affect my daily life?
Can I talk to other people in the study?

COST ISSUES

Will | have to pay for any part of the trial, such as
tests or the study drug?
If so, what will the charges likely be?

What is my health insurance likely to cover?

Who can help answer any questions from my
insurance company or health plan?

Will there be any travel or child care costs that | need
to consider while | am in the trial?

TIPS FOR ASKING YOUR DOCTOR ABOUT TRIALS

Consider taking a family member or friend along
for support and for help in asking questions or
recording answers.

Plan ahead what to ask, but don’t hesitate to ask any
new questions you think of while you're there.

Write down your questions in advance to make sure
you remember to ask them all.

Write down the answers, so that you can review
them whenever you want.

Ask about bringing a tape recorder to record what’s
said (even if you write down answers).

Where can | find a mental health clinical trial?

AROUND THE NATION AND WORLDWIDE

The National Institutes of Health (NIH), the nation’s
medical research agency, conducts clinical research
trials for many diseases and conditions, including a
variety of mental disorders.

To search for other diseases and conditions, you can visit
ClinicalTrials.gov. This is a searchable registry and results
database of federally and privately supported clinical trials
conducted in the United States and around the world.
ClinicalTrials.gov gives you information about a trial’s
purpose, who may participate, locations, and phone
numbers for more details. This information should be used
in conjunction with advice from health care professionals.

AT THE NIH CLNICAL CENTER IN BETHESDA, MARYLAND

The National Institute of Mental Health (NIMH) is the lead
federal agency for research on mental disorders. NIMH is
one of the 27 Institutes and Centers that make up the NIH.

Researchers at the NIMH conduct a large number of
research studies with patients and healthy volunteers.
The studies are conducted at the NIH Clinical Center (CC),
a hospital dedicated to the highest quality research and
located in Bethesda, Maryland, near Washington, D.C.
Some studies enroll locally, others regionally or nationally.
Adult, children, and healthy volunteer study descriptions
and other information are provided on the NIMH website



