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WWe are asking you to be in a research study.

You do not have to be in the study.

You can quit at any time.

Your choice will not change your medical care in any way.

Please take as much time as you need to make your choice.
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About this document

This document tells you about the study. If
you decide to be in the study and to let us
use and report on health information
about you:

e You will sign the document, and
e We will give you a copy of the
document to take home.

What is the goal of the study?

We want to learn if we can improve health
care for people with [condition]. We are
asking people like you who have
[condition] to help us.
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researchers at hope to learn if adding at targeted
to standard treatment
with for early stage low
from returning is called a
targeted because it targets the by
blocking the on the surface of the
to slow down or stop growth
is a standard treatment for
positive in this study is
considered to be because it has not
been studied for use in treating low
studies that already have been done with
focused on that were
strongly positive however in some of these
studies samples were checked in a central
to confirm the testing results
some that were thought to be
positive were actually low the
researchers then looked at the results of treatment in
with low they found that
seemed to have benefit in keeping the
from returning even when the levels
were in the normal range the number study is being
done to learn more about or treat
low
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What is a consent form?
= It tells you about a study we want to do.

» It tells you how you can help.
< It asks you if you will help us.

Why are we doing this study?

= We want to find the best way to treat your kind of breast
cancer.

Why me?

* You can be in this study because you have had cancer in
your breast that has spread to other places in your body.
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‘What is informed consent?
o Itis an agreement to take part in a study.
o The research staff will help you with this consent form.

o It gives you facts about the research study so you can decide if you want to take part or
not.

¢ The form will explain the study, tests or procedures you may receive and the benefits and
risks.

o Italso tells you your rights as a research volunteer.
‘Why are you being invited to take part in a research study?
* You are invited to be in the study because you have had a pulmonary embolism (clot that
goes from your legs to your lungs).
‘What are your rights?
* You can choose whether you want to be in the study or not.

* You can ask all the questions you want. Feel free to ask the research staff to explain the
study to help you decide if you want to participate.

* If you choose not to be in the study you will not be penalized. It will not affect your
health care.

* You can agree to be in the study and then change your mind later.

o After the study begins, we will give you any new information that we leam about the
research. Then you can decide if you want to continue being in the study.
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DEFINITION OF CONSENT FORM

This consent form gives detailed information about the research study which you will be able to
discuss with your doctor. It is not meant to frighten or alarm you; it is an effort to make you better
informed in order for you to make a decision as to whether or not you wish to participate. This
process is known as informed consent

This is a research study. A research study includes only patients who choose to take part. Please
take time to make your decision. However, before you agree to take part, you must understand the
statemerts in this informed consent document. After that, please ask all the questions you want,
especially to help you understand completely what will happen if you take part in this study. You
will be told of any important new information about the antibiotics used in this study which could
change your decision to take part in this study.

Your doctor has diagnosed youwith a skin infection. Skin infections happen when your skin is
infected with gemms called bacteria. Symptoms ofa skin infection may include discharge (“pus™
from the skin, warmth, pain, tenderness, redness, swelling, and/or fever. The standard treatment
for many skin infections is antibiotic drugs.

Therefore, yau shoidd immediately inform the study docior or staff if you have e history of
allergies or prollems when taking any antiliotics or other medications.

Your doctor has decided that youl ~ What else do I need to know?
vein to treat your infection. The

into your vein, * Some side effects will stop when you finish treatment.

- Your hair will grow back.
- Your stomach won't be upset.

+ Some side effects might last forever.
* You must not get pregnant while you are getting treatment.
* You mﬁst not take birth control pills.
* If your treatment does not work, your doctor may change it.

+ There is a very small chance that a side effect could cause
death.

What good can come of this?
« If your treatment works, it may:
- Keep your cancer from coming back.
- Make it a longer time before your cancer comes back.

- Give you a longer life.
- Help you to feel better.
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What else do I need to know?

.

Some side effects will stop when you finish treatment.

- Your hair will grow back.
- Your stomach won't be upset.

« Some side effects might last forever.
* You must not get pregnant while you are getting treatment.
* You must not take birth control pills.
* If your treatment does not work, your doctor may change it.

* There is a very small chance that a side effect could cause
death.

What good can come of this?
« If your treatment works, it may:
- Keep your cancer from coming back.
- Make it a longer time before your cancer comes back.

- Give you a longer life.
- Help you to feel better.
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Patients who are not able to comprehend the
study protocol despite repeated attempts t
explain details should not be enrolled.
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