CLINICAL TRIALS ARE RESEARCH
STUDIES IN WHICH PEOPLE HELP
RESEARCHERS AND DOCTORS
FIND WAYS TO IMPROVE HEALTH
AND CANCER CARE

Cancer clinical trials are designed to answer
questions about new ways to:

e Treat cancer
* Find and diagnose cancer
* Prevent cancer

* Manage symptoms of cancer or its treatment

Advances in the treatment of cancer depend on the conduct
of clinical trials. A patient diagnosed with any type of
cancer normally receives what is known as standard of care
— treatment accepted by the oncology profession as the best
known treatment. A clinical trial uses promising new therapies
to treat consenting patients. These therapies are standard of
care plus additional or substitute therapy that has scientific
evidence of benefit for the cancer being treated. Standard of
care only advances as clinical trials prove additional benefit of
the tested therapy.

CLINICAL TRIALS RESULT IN
IMPROVED TREATMENT FOR
FUTURE CANCER PATIENTS

Clinical trial patients receive close observation during their
treatment so that side-effects and tumor responses can be
carefully followed and compared to patients receiving standard
of care. In addition to treatment, patients may consent to the
use of tissue samples taken from their surgery to help doctors
understand the biology of the tumor. Clearer understanding of
the biology of a patient’s tumor may one day lead to individually

developed therapy based on the patient’s own genetic make-up.

When new therapies are proven to be beneficial including better
tumor responses, fewer side-effects, or improved quality of life,
the new therapy becomes the standard of care and improves

cancer survival and treatment for future cancer patients.

BENEFITS TO PARTICIPATING
IN A CLINICAL TRIAL:

* Play an active role in your own health care.

* Gain access to new treatments before they are widely
available.

* Obtain the highest quality medical care at leading health
care facilities.

* Help others by contributing to medical research.

DRAWBACKS TO PARTICIPATING
IN A CLINICAL TRIAL:

* New treatments may not be better than the standard care.

* New treatments may have unexpected side effects.

* The new treatment may not work for you.

* Health insurance may not cover the your medical costs if
you participate in a clinical trial.

‘The National Comprehensive Cancer Network (NCCN) states,
“The best management for any patient with cancer is in a
clinical trial.”

MCC has more than 100 ongoing clinical trials. MCC members
include board certified cancer care specialists in the states of
Montana, Idaho and Wyoming. MCC physicians have accrued
more than 4000 patients to NCI sponsored clinical trials.

Ask your doctor if you may be eligible to
participate in a clinical trial.

Search for clinical trials at www.mtcancer.org
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The Montana Cancer Consortium
(MCC) is an independent nonprofit
organization whose mission is to
bring state-of-the-art cancer care
to Montana, ldaho and Wyoming
through National Cancer Institute
(NCI) sponsored clinical research.

VISION

The MCC vision is to conduct quality
research and be recognized as a leader in
clinical quality, accrual, and care delivery.

VALUES

MCC values include respect for all participants
and members; excellence in the work
conducted; and response to need in the rural
environment.

SEVERAL TYPES OF CLINICAL TRIALS ARE USED DEPENDING
ON WHAT RESEARCHERS ARE STUDYING

TREATMENT TRIALS are conducted with people
who have cancer. They are designed to evaluate the
effectiveness of new treatments, new combinations
of drugs, or new approaches to surgery or radiation
therapy.

PREVENTION TRIALS are generally conducted
with healthy people who have a history of cancer
or a risk for developing cancer. These trials look for
ways to prevent disease using medicines, vaccines,
vitamins, minerals, or lifestyle changes.

CANCER CONTROL TRIALS (also known as
supportive care) explore ways to improve comfort
and quality of life for people who have cancer and
are undergoing treatment. These trials explore ways
to alleviate common side effects experienced with
traditional cancer treatments.

DIAGNOSTIC TRIALS help to find better ways of

diagnosing cancer.

SCREENING TRIALS help to find better ways to

detect cancer.

CLINICAL TRIALS are conducted in phases.
The trials at each phase have a different purpose
and help to answer different questions.

PHASE | TRIALS are conducted in a very small
group of people to determine safe doses and

identify side effects.

PHASE I TRIALS are conducted in larger
groups of people to determine effectiveness and
to further evaluate side effects.

PHASE 1l TRIALS are conducted in large
groups of people to confirm effectiveness,
monitor side effects, and compare to standard of
care treatments.

PHASE IV TRIALS are conducted in very large
groups of people to evaluate long-term safety and
effectiveness. These trials are most commonly
conducted after a new drug or therapy has been
approved for use.

Each clinical trial has different eligibility criteria that determine whether a person can participate. The
criteria are used to help researchers answer the study questions and to ensure the safety of all volunteers.
Examples of eligibility criteria include the type and stage of disease, health history, and past or current
treatment. If you are eligible for a clinical trial you will be given information that will help you decide

whether or not to participate.




