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Health plans and managed care.
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Medicare:
Medicare covers the cost of
participating in many cancer
treatment clinical trials. For more
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(www.nmcca.org/patients/patients) Participants on Clinical Trials

New Mexico Cancer Care Alliance is a member of the The cost of bringing a drug to market is over a billion dollars.
Albuquerque Cancer Coalition and the New Mexico Cancer Council. The average number of years for an anti-cancer

drug to be approved is 14.4 years. Only one out of twenty
compounds even make it to market.

For more information about our programs
visit our website at www.nmcca.org.
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What are Cancer Clinical Trials?

Clinical trials are research studies that
involve people. Each study tries to
answer scientific questions and to find
better ways to prevent, diagnose or
treat cancer.

In cancer research a clinical trial is
designed to show how a particular
anticancer strategy -- for instance,
a promising drug, a gene therapy
treatment, a new diagnostic test, or
a possible way to prevent cancer --
affects the people who receive it.

Clinical trials contribute to knowledge
of and progress against cancer. Many
of today’s most effective cancer
treatments are based on previous study
results. Because of progress made
through clinical trials, many people
treated for cancer are now living longer.

All clinical trials are voluntary. You
always have the right to choose
whether or not you will take part in a
clinical trial. The level of care you get

should not be affected by your decision.

And you have the right to leave a
clinical trial at any time, for any reason.

Cancer clinical trials have brought
enormous advances in the areas of
cancer prevention, treatment and
diagnosis. However, less than 5
percent of adults diagnosed with
cancer each year will get treated
through enrollment in a clinical trial
(vs. 90% participation in Pediatric
trials with a cure rate that

exceeds 75%).

Types of Cancer Clinical Trials

I Types of Clinical Trials

There are ‘several different types of
cancer clinical trials. Each type of trial
is designed to answer different
research questions:

Treatment Trials

» What new treatment approaches can
help people who have cancer?

* What is the most effective treatment
for people who have cancer?

Prevention Trials

+ What approaches can prevent a
specific type of cancer from
developing in people who have
not previously had cancer?
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 Early-detection/screening trials
What are new ways of finding

cancer in people before they

have any symptoms?

* Diagnostic trials

How can new tests or procedures
identify cancer more accurately
and at an earlier stage?

* Quality-of-life/supportive
care trials

What kind of new approaches can

improve the comfort and quality

of life of people who have cancer?

Phases of Clinical Trials

Trials take place in four phases, each designed to answer

different research questions.

Phase |

* To find a safe dose

* To decide how the new treatment
should be given

* To see how the new treatment
affects the human body

* 15-30 people per study
Phase Il

® To determine if the new treatment
has an effect on a certain cancer

* To see how the new treatment
affects the human body

® |ess than 100 people per study

Phase IlI

* To compare the new treatment
(or new use of a treatment) with
the current standard treatment

* From 100 to thousands of
people per study

Phase IV

® To further assess the long-term safety
and effectiveness of a new treatment

e Several hundred to several thousand
people per study .

Potential benefits include

I Potential risks include

+Participants have access to promising
new approaches that are often not

available outside the clinical trial setting.

* The approach being studied
may be more effective than the
standard approach.

+ Participants receive regular and
careful medical attention from a
research team that includes doctors
and other health professionals.

* Participants may be the first to benefit
from the new method under study.

*Results from the study may help
others in the future.

-

*New drugs or procedures under study
are not always better than the standard

care to which they are being compared.

*New treatments may have side effects
or risks that doctors do not expect or
that are worse than those resulting
from standard care.

* Participants in randomized trials will
not be able to choose the approach

. they receive.

*Health insurance and managed care
providers may not cover all patient
care costs in a study.

*Participants may be required to make
more visits to the doctor than they

would if they were not in the clinical trial.

Through a process called informed consent you will learn
about a study’s treatments and tests, and their possible benefits
and risks, before deciding whether or not to participate.
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