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THE BASICS ABOUT
CLINICAL TRIALS

THE DECISION TO TAKE PART IN A CLINICAL TRIAL IS
AN IMPORTANT ONE AND YOU ARE LIKELY TO HAVE
QUESTIONS. WE HOPE THIS BROCHURE HELPS YOU
DECIDE WHETHER A CLINICAL TRIAL IS RIGHT FOR
YOU AND GUIDES DISCUSSIONS WITH YOUR FAMILY
AND TREATMENT TEAM.

There are hundreds of lung cancer clinical trials going on today. By
participating, you may find a treatment that works for you and also
play an important role in the drug approval process. Patients who
enroll in clinical trials receive high-quality cancer care and may be
among the first to benefit from a new treatment that later proves to
be effective.

By understanding all of your treatment options, including clinical
trials, and being active in treatment decisions you may feel more
in control. You may also impact future treatment options for other
patients. The lung cancer treatments we have today are available
because people like you participated in clinical trials.

WHAT IS A CLINICAL TRIAL?

TYPES OF CLINICAL TRIALS:

NOT ALL CLINICAL TRIALS INVOLVE DRUG TREATMENTS.
FOR EXAMPLE, SOME TRIALS MAY COMPARE DIFFERENT
METHODS OF SURGERY OR RADIATION.




PHASES OF
CLINICAL TRIALS

Before a new treatment is available to the public, it
usually goes through three phases of clinical trials—
phase |, phase Il and phase Ill. The new treatment
continues from one phase to the next as long as it

shows promising results without unacceptable side
effects.

PHASE |

PHASE Il

Phase | cancer trials test the new treatment in only a few
people (less than 50) and usually only include patients whose
cancer has come back or spread and standard treatments are
not expected to help. In this phase, the new treatment is not
expected to cure the cancer. Instead, the goals are to find out:

e whether the treatment is safe to take

e what side effects the treatment causes

e what dose can be given without causing serious side effects

e if the treatment has a negative effect on the body

e whether the treatment keeps the cancer from growing or shrinks it

e how a drug is metabolized (processed) and eliminated from the body

Phase Il cancer trials involve more patients (usually 100-200)
and explore how well the new treatment works. The goals for
these studies are the same as phase | but also include learning:

e how the treatment works on particular types and stages of cancer

e more details about the treatment's side effects

e more about the best dose and how frequently the treatment should be given
e if the treatment works well enough to continue to a phase Ill trial

PHASE IlII

Phase Ill cancer trials involve several hundreds or thousands of
patients at many different clinics and hospitals in a single country
or around the world. These trials test how well the new treatment
works compared to current treatment. Treatments in phase lll trials
have been found to be as safe as other treatments and seem to
be effective during phase | and Il trials. Phase lll cancer trials explore:

¢ how long participants stay free of cancer

e the average time that participants survive with or without signs of cancer
e how well the cancer responds compared to other treatments

e whether the cancer grows more slowly with the treatment

e how the treatment affects quality of life

e more details about the treatment’s side effects

Usually if a treatment is found to be safe and effective in phase I, it will be

submitted to the Food and Drug Administration (FDA) for approval.




FREQUENTLY ASKED QUESTIONS
ABOUT CLINICAL TRIALS

Here are questions you may have about clinical trials. If you have
additional questions, please ask your healthcare team or clinical trial
nurse at any time or call our Lung Cancer Clinical Trial Matching
Service toll-free at 1-800-698-0931.

Q: WHY SHOULD | CONSIDER JOINING A CLINICAL TRIAL?

Q: WHEN SHOULD | CONSIDER SEARCHING FOR CLINICAL
TRIALS?

Q: HOW MUCH DOES IT COST TO JOIN A CLINICAL TRIAL?

PLACEBOS IN
CANCER
CLINICAL TRIALS

While you will always receive the standard of care,
you may not receive the experimental therapy. Some
trials compare a group that is taking the test drug to a
group that is taking a placebo, an inactive substance or
treatment that looks the same and is given in place of
the treatment being tested. The effects of the test drug
are compared to the effects of the placebo. If a trial uses
a placebo, it is usually combined with the standard of
care. Use of a placebo in a clinical trial does not mean
you will go without treatment, unless the usual course
would be no treatment at all.




Q: HOW DO | JOIN A CLINICAL TRIAL?

QUESTIONS TO ASK IF
YOU’RE THINKING ABOUT
JOINING A CLINICAL TRIAL

e What is the purpose of the study?

e \Why do researchers believe the treatment being tested
may be effective?

e \What kinds of tests and treatments are involved?

e How do the possible risks, side effects and benefits of
the study compare with my other treatment options?

Q: WHAT ARE THE POTENTIAL RISKS AND BENEFITS?

e Who will be in charge of my care?

e How long will the study last?

e How often will | have to visit the doctor’s clinic/office?
e How long will the visits last?

e What will happen at these visits?

e What happens if my lung cancer gets worse?

e \What other medications or drugs can | take while on
this study?

e Will I have to pay for any part of the study or
treatment?

e What type of follow up care is part of this study?

e What happens if | decide that | no longer want to
participate in the trial?




Q: WHAT IS AN INFORMED CONSENT FORM?

HELPFUL TIP

To prepare for meeting with the study team, you may
want to ask a friend or relative to join you for support
and to help you remember what is said. Don't forget to
bring along your list of questions and pen and paper to
write down the answers.
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Q: WHAT HAPPENS AFTER | SIGN THE INFORMED CONSENT
FORM?

Q: HOW IS THE SAFETY OF CLINICAL TRIALS MONITORED?

Q: CAN | DROP OUT OF A CLINICAL TRIAL?




As with any important decision, you should take time
to think through the benefits and risks of taking part
in a clinical trial. You should never feel pressured into
entering a study. It is your choice. To make sure you
are fully informed you can:

Make sure all of your questions about the trial are
answered

Ask your health care team if they can connect you
with someone who is currently enrolled or has been
in a clinical trial who can share their experience

Discuss the trial with friends and family
Contact our Lung Cancer Clinical Trial Matching

Service at 1-800-698-0931 to speak with a Clinical
Trial Navigator.

By knowing the facts, you can decide whether or not a
clinical trial is right for you. Joining a clinical trial may

help you and could also find new treatments for others
diagnosed with lung cancer.

For more information about lung cancer and current treatments,
to discuss support options or for referral to other resources,
please contact us:

| 1-800-298-2436

| 1-800-698-0931
| lungcanceralliance.org
| support@lungcanceralliance.org

| 1700 K Street NW, Suite 660, Washington, DC 20006
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WHAT WE DO

e Offer personalized support, information and
referral services at no cost through a team
of trained, dedicated staff members to help
patients, their loved ones and those at risk.

» Advocate for increased lung cancer research
funding and equitable access, coverage and
reimbursement for screening, treatment,
diagnostics and testing.

e Conduct nationwide education campaigns
about the disease, risk and early detection.

LUNG CANCER ALLIANCE

SAVING LIVES AND ADVANCING RESEARCH BY
EMPOWERING THOSE LIVING WITH AND AT RISK
FOR LUNG CANCER

OUR COMMITMENT TO YOU

We are dedicated to helping you understand clinical trials and why they are important.

To make it as easy as possible to join an appropriate trial, we partnered with Emerging-

Med in 2005 to create the first ever lung cancer-specific clinical trial matching service.
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