This section provides a brief summary of the study. It is important for you to understand why
the research is being done and what it will involve before you decide. Please take the time to
read the entire consent form carefully and talk to a member of the research team before

making your decision.
been answered.

You should not sign this form if you have any questions that have not

It’s Your Choice

This is a research study. Being in this research study is your choice; you
do not have to participate. If you decide to join, you can still stop at any
time. You should only participate if you want to do so. You will not
lose any services, benefits or rights you would normally have if you
choose not to take part.

Research Purpose

The study we are doing tests a new chemotherapy drug combination
against lung cancer using antibodies to the tumor attached to a chemical
that kills the tumor cells. We don’t know if the treatment will help or
hurt patients with small cell lung cancer so we are testing in patients
willing to participate.

You have been asked to take to take part in this research because you
have a type of lung cancer that needs more aggressive and effective
treatment.

What’s Involved

The study is a randomized trial, which means that half of the
participants will get the experimental drug and half will not. We cannot
guarantee you will get the study drug.

The study will involve approximately 12months of your time with 12
visits. You will get extra medication to avoid the side effects of nausea
and vomiting regardless of whether you are on the active study drug or
the placebo (sugar) pill. The study requires x-rays every six weeks to
determine if your cancer has changed. You also need to agree to extra
medical testing to make sure your tumor is responding to the treatment
and we may need to photograph your skin in case you have side effects.
You will also need to undergo several biopsies of the tumor during the
study.

Key Information

The risks are largely unknown so we need to do the study to better
understand them. The risks include serious damage to your health
including death. You will have regular blood work, so you may feel a
stinging discomfort from that. You will need tests on your heart and
other organs to make sure they are doing ok. The most common side
effects include fatigue, shortness of breath, fluid in your body and
around your lungs, swelling in the legs, nausea, vomiting, low blood
counts, low albumin and joint pain. Some patients have had cough, skin
rash, fever, heart issues, redness of the skin and irritation of the liver.




The study might offer you benefit with your cancer and it might not.
The study will help us understand for future patients whether the therapy
works, and what side effects it will cause.

The study might offer you benefit with your cancer and it might not.
The study will help us understand for future patients whether the therapy
works, and what side effects it will cause.

Most of the costs of the study are paid for by the research team. Your
insurance or you will be billed for the costs of follow-up x-rays and
blood testing which help us manage your cancer regardless of the
research findings.

Learn More

If you are interested in learning more about this study, read the rest of
this form carefully. The information in this form will help you decide if
you want to participate in this research or not. A member of our
research team will talk with you about taking part in this study before
you sign this form. If you have questions at any time, please ask us.




