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This consent form gives you detailed information about the research study which the doctor will
discuss with you. The purpose of this study includes evaluation of the safety as well as the
effectiveness of the investigational therapy.

This is a clinical trial, a type of research study. Your study doctor will explain the study to you.
Clinical trials include only people who choose to take part. Please take your time to make your
choice about taking part. You may discuss your choice with your friends and family. You can
also discuss it with your health care team. If you have any questions, you can ask your study
doctor for more explanation.

You are being asked to take part in this study because you are a woman with hormone-
responsive breast cancer with 1-3 positive lymph nodes and have a Recurrence Score of 25 or
less. Your breast cancer has already been removed by surgery.

Recurrence Score: The Oncotype DX® is a test that looks at multiple genes related to breast
cancer. The combination of the test results produces a score that is useful in guiding treatment
choices for patients with node-negative breast cancer. The higher the score is, the more likely
that the patient’s breast cancer will come back after surgery.
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Why is this study being done?

The purpose of this study is to find out if the Oncotype DX® Recurrence Score can help
decide whether patients should receive chemotherapy or not. This study is being done in
patients with lower Recurrence Scores (25 or less).

Currently most women who have the kind of breast cancer you have are treated with
endocrine therapy (treatment that works with hormones). Many women also receive
chemotherapy. No one really knows which patients with lower Recurrence Scores need
to get chemotherapy. Some women may be getting chemotherapy who do not need it.
These women may be exposed to side effects of their treatment that are not a necessary
risk in relation to the benefit they receive.

If the results of the study show that the benefit for getting chemotherapy is dependent on
the Recurrence Score, the study should be able to identify a Recurrence Score level
where chemotherapy should be considered (and a recurrence score level where
chemotherapy may not be needed).

How many people will take part in the study?

About 4,000 women will take part in this part of the study. We expect that about 8,800
women may be tested to see if they can take part, and that about 600 women may have
already received the testing before they learn about this clinical trial.

What will happen if I take part in this research study?

Before you begin the study ...

You will need to have the following exams or tests to find out if you can be in the study.
These exams or tests are part of regular cancer care and may be done even if you do not
join the study. If you have had some of them recently, they may not need to be repeated.
This will be up to your study doctor.

® Medical History and Physical Exam

® Weight and Performance Status

e A check of your cancer including CT scans, MRI scans, bone scan, PET scans
and/or x-rays.

® Oncotype DX® testing of your breast cancer with a Recurrence Score of 25 or
less

® Routine lab blood tests (to measure your blood counts and kidney and liver
function)

® Pregnancy test (if determined to be appropriate by your study doctor)

e Required submission of blood and tissue specimens to a central laboratory for
research purposes. The tissue will be taken from the tissue that was already
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removed as part of your surgery. The blood will be about 3-4 teaspoons and will
be taken at the same time as your lab tests. You will not need an additional
needle stick. These will be used for lab tests to look at how different aspects of
your genetics and of your breast cancer may relate to choosing the best treatments
for patients in the future. Additionally, at the end of this form you can also
choose whether your specimens may be kept for use in similar kinds of lab
studies in the future.

During the study ...

If the exams and tests show that you can be in the study, and you choose to take part, then
you will need the following tests while you are on the study. They are part of regular
cancer care.

® Medical history and physical exam at each follow-up visit

e  Weight and performance status each follow-up visit

® A check for cancer including mammograms annually while you are receiving
endocrine therapy and thereafter, following your doctor’s direction

e A test of your heart's ability to pump may be done to decide the kind of
chemotherapy you should get if you are randomized to get chemotherapy (and
may be repeated as your study doctor chooses)

e Routine lab blood tests (to check for blood counts and kidney and liver function)
at each follow-up visit if you receive chemotherapy

Follow-up visits occur every three months for the first two years, then every 6 months for the
next three years. After five years, you will make one follow-up visit per year. We would like
you to remain in the study for at least 15 years, and you can continue to be followed after that if
you are willing to visit the clinic each year.

You will receive endocrine therapy since your cancer has been shown to respond to
such therapy. However, because we are not certain that chemotherapy is needed for
women with low Recurrence Scores such as yours, then we "randomize" one-half of
the patients to chemotherapy and one-half to not receive chemotherapy. This
randomization makes sure the two groups are similar so we can compare

results. While this randomization is done by a computer, it is similar to you pulling a
card out of a hat that says whether you are part of the chemotherapy group or the no
chemotherapy group. Before being randomized, please be certain that you can accept
either choice. Once randomized to a particular group, neither you nor your doctor can
change you to the other group if you want to stay in the study.

If you are randomized to the endocrine therapy plus chemotherapy group, or
Arm 1, you will get one of the standard types of endocrine therapy (either tamoxifen
or an aromatase inhibitor or both — given over a period of 5-10 years). You and your
doctor must agree to one of the options outlined in the study. You will also get
chemotherapy. The selection of the chemotherapy will be made based upon what is
best for you and the treatment of your cancer. The study does not specify what
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treatment the doctor should choose, but does provide a list of options. You and your
doctor must agree to one of the options outlined in the study. The doctor will monitor
you using standard methods.

If you are randomized to endocrine therapy alone, or Arm 2, you will get one of
the standard types of endocrine therapy (either tamoxifen, or an aromatase inhibitor,
or both — given over a period of 5-10 years). You and your doctor must agree to one
of the options outlined in the study. The doctor will monitor you using standard
methods.

All of the drugs that are used as part of treatment on this study are commercially

available, FDA approved and considered standard treatment for your kind of breast
cancer.

How long will I be in the study?

Your treatment on this study may continue for up to 10 years. Your treatment will end
when you have completed standard endocrine therapy; or if your cancer returns. We
would like to keep track of your health for 15 years after you start the study.

Can I stop being in the study?

Yes. You can decide to stop at any time. Tell the study doctor if you are thinking about
stopping or decide to stop. He or she will tell you how to stop safely.

It is important to tell the study doctor if you are thinking about stopping so that you can
discuss what follow-up care and testing could be most helpful for you.

The study doctor may stop you from taking part in this study at any time if he/she
believes it is in your best interest; if you do not follow the study rules; or if the study is
stopped.

What side effects or risks can I expect from being in the study?

To find out more about the risks of the specific treatment you will get, or any other
risks, ask your study doctor.
Are there benefits to taking part in the study?

Taking part in this study may or may not make your health better. While doctors
hope that the Oncotype DX® test will improve the effectiveness of cancer treatment
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decision-making compared to the usual methods of deciding treatment, there is no
proof of this yet. We do know that the information from this study will help
doctors learn more about the use of the Oncotype DX® test in relation to
understanding the risk of breast cancer recurrence. This information could help
future cancer patients.

What other choices do I have if I do not take part in this study?

Your other choices may include:
¢ Getting treatment or care for your cancer without being in a study
¢ Taking part in another study
e (Getting no treatment

Talk to your doctor about your choices before you decide if you will take part in this study.

Will my medical information be kept private?

We will do our best to make sure that the personal information in your medical record
will be kept private. However, we cannot guarantee total privacy. Your personal
information may be given out if required by law. If information from this study is
published or presented at scientific meetings, your name and other personal information
will not be used.

Organizations that may look at and/or copy your medical records for research, quality
assurance, and data analysis include:
e [Local Institutional Review Board (IRB)
e The National Cancer Institute (NCI)
¢ The Food and Drug Administration (FDA), involved in reviewing and inspecting
the data and results of this clinical study, and in keeping research safe for
participants in this study.
e The Southwest Oncology Group
e The Cancer Trials Support Unit (CTSU), a research group sponsored by the
National Cancer Institute (NCI) to provide greater access to cancer trials.
¢ Genomic Health: the laboratory and company responsible for the Oncotype DX®
test and its performance.
e (CancerGen: aresearch group that studies the cost-effectiveness of cancer
genomic technology
e A Data Safety and Monitoring Committee (DSMC), an independent group of
experts will be reviewing the data from this research throughout the study.
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What are the costs of taking part in this study?

The treatments received during this clinical trial are not experimental. They are
considered standard. Both endocrine therapy alone and endocrine therapy combined with
chemotherapy are typical treatments for this type of cancer. The costs of these treatments
are not paid for by the study, and you and/or your health plan/ insurance company will
need to pay for all of the costs of treating your cancer in this study. Taking part in this
study may or may not cost your insurance company more than the cost of getting regular
cancer treatment.

You will not be paid for taking part in this study.

For more information on clinical trials and insurance coverage, you can visit the
National Cancer Institute’s Web site at
http://cancer.gov/clinicaltrials/understanding/insurance-coverage . You can print a
copy of the '""Clinical Trials and Insurance Coverage'' information from this Web
site.

Another way to get the information is to call 1-800-4-CANCER (1-800-422-6237)
and ask them to send you a free copy.

What happens if I am injured because I took part in this study?

It is important that you tell your study doctor, , if you feel that you
have been injured because of taking part in this study. You can tell the doctor in person
or call him/her at

You will get medical treatment if you are injured as a result of taking part in this study.
You and/or your health plan will be charged for this treatment. The study will not pay
for medical treatment.

What are my rights if I take part in this study?

Taking part in this study is your choice. You may choose either to take part or not to take
part in the study. If you decide to take part in this study, you may leave the study at any
time. No matter what decision you make, there will be no penalty to you and you will
not lose any of your regular benefits. Leaving the study will not affect your medical care.
You can still get your medical care from our institution.

We will tell you about new information or changes in the study that may affect your
health or your willingness to continue in the study.

In the case of injury resulting from this study, you do not lose any of your legal rights to
seek payment by signing this form.
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Who can answer my questions about the study?

You can talk to your study doctor about any questions or concerns you have about this
study. Contact your study doctor at

For questions about your rights while taking part in this study, call the Marquette
General Hospital Patient Advocate at 1-906-225-3183 or 1-800-562-9753, extension
3183.

Please note: This section of the informed consent form is about additional
research studies that are being done with people who are taking part in the
study. You may take part in these additional studies if you want to. You can
still be a part of the study even if you say 'no' to taking part in any of these
additional studies.

You can say "'yes' or ''no'' to each of the following studies. Please mark your
choice for each study.

Quality of Life and Economic Analysis Study

We want to know your view of how your life has been affected by cancer and its treatment. We
also want to compare the costs of the treatments in this study. This "Quality of life and
Economic Analysis" study looks at how you are feeling physically and emotionally during your
cancer treatment. It also looks at how you are able to carry out your day-to-day activities. We
also want to find out differences in health care costs related to treatment decisions based on
having this test. So we are also asking permission to collect information on your Medicare
and/or insurance coverage and on health coverage decisions and costs related to your breast
cancer treatment. This information will be collected directly from your insurance and medical
record. Information will be collected for about three years.

This information will help doctors better understand how patients feel during treatments and

what effects the medicines are having. The cost information will help doctors and patients better
understand the short term and long term costs involved in different treatments. In the future, this
information may help patients and doctors as they decide which medicines to use to treat cancer.

The Quality of Life portion of the study is in English and is available only to patients who read and speak
English.

You will be asked to complete a questionnaire: one prior to beginning treatment, one 6 months

later, one 12 months later and the last one 36 months after you begin treatment. It takes about a
half hour to fill out the questionnaire.
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If any questions make you feel uncomfortable, you may skip those questions and not give an
answer.

If you decide to take part in this study, the only thing you will be asked to do is fill out the three
questionnaires. You may change your mind about completing the questionnaires at any time.

Just like in the main study, we will do our best to make sure that your personal information will
be kept private.

Please circle your answer.

I choose to take part in the Quality of Life and Economic Analysis Study. I agree to fill out
the Quality of Life Questionnaires and to allow information about my health insurance
claims to be sent to researchers.

Yes No

Future Contact

I agree to allow my study doctor, or someone approved by my study doctor, to contact me
regarding future research involving my participation in this study.

Yes No

Additionally, we would also like to bank any leftover tissue and blood specimens for future,
unspecified scientific testing. An additional consent form and information is attached for
this purpose.

Consent Form for Use of Specimens for Research

About Using Specimens for Research

We would like to keep leftover tissue and blood specimens for future research. If you agree,
these specimens will be kept and may be used in research to learn more about cancer and other
diseases. Please read the information sheet called "How are Specimens Used for Research" to
learn more about specimen research.

The research that may be done with your specimens are not designed specifically to help you. It
might help people who have cancer and other diseases in the future.

Reports about research done with your specimens will not be given to you or your doctor. These
reports will not be put in your health record. The research will not have an effect on your care.

Your specimens will be kept at:

SWOG Solid Tumor Tissue Bank
University of Colorado HSC at Fitzsimons
Department of Pathology

RC-1 South, Room L18-5400A
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12801 East 17" Avenue
Aurora, CO 80045
Phone: 303/724-3086

Things to Think About

The choice to let us keep specimens for future research is up to you. No matter what you decide
to do, it will not affect your care.

If you decide now that your specimens can be kept for research, you can change your mind at
any time. Just contact us and let us know that you do not want us to use your specimens, then
any specimens that remain will no longer be used for research.

In the future, people who do research may need to know more about your health. While the
Southwest Oncology Group may give them reports about your health, it will not give them your
name, address, phone number, or any other information that will let the researchers know who
you are.

Sometimes specimens are used for genetic research (about diseases that are passed on in
families). Even if your specimens are used for this kind of research, the results will not be put in
your health records.

Your specimens will be used only for research and will not be sold. The research done with your
tissue may help to develop new products in the future.

Benefits

The benefits of research using specimens include learning more about what causes cancer and
other diseases, how to prevent them, and how to treat them.

Risks

The greatest risk to you is the release of information from your health records. We will do our
best to make sure that your personal information will be kept private. The chance that this
information will be given to someone else is very small.
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Making Your Choice

Please read each sentence below and think about your choice. After reading each sentence, circle
"Yes" or "No." If you have any questions, please talk to your doctor or nurse, or call our
research review board at IRB's phone number.

No matter what you decide to do, it will not affect your care.

1. My specimens may be kept for use in research to learn about, prevent, treat or cure
cancer.
Yes No
2. My specimens may be kept for use in research about other health problems (for
example: diabetes, Alzheimer's disease, or heart disease).
Yes No
3. Someone may contact me in the future to ask me to allow other uses of my
specimens.
Yes No

If you decide to withdraw your specimens from a Southwest Oncology Group Specimen
Repository in the future, a written withdrawal of consent should be submitted through
your study doctor to the Southwest Oncology Group Operations Office. If you decide to
withdraw your permission from the banking part of the study, then any remaining blood
specimens will be destroyed.
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Where can I get more information?

You may call the National Cancer Institute's Cancer Information Service at:

1-800-4-CANCER (1-800-422-6237) or TTY: 1-800-332-8615

You may also visit the NCI Web site at http://cancer.gov/

e  For NCUI’s clinical trials information, go to: http://cancer.gov/clinicaltrials/

¢ For NCI’s general information about cancer, go to http://cancer.gov/cancerinfo/

You will get a copy of this form. If you want more information about this study, ask your
study doctor.

Signature

I have been given a copy of all 13 pages of this form. I have read it or it has been read to
me. I understand the information and have had my questions answered. I agree to take
part in this study.

Participant

Date
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Specimen Consent Supplemental Sheets
How are Specimens Used for Research?
Where do specimens come from?

A specimen may be from a blood sample or from bone marrow, skin, toenails or other body materials.
People who are trained to handle specimens and protect donors' rights make sure that the highest
standards of quality control are followed by the Southwest Oncology Group. Your doctor does not work
for the Southwest Oncology Group, but has agreed to help collect specimens from many patients. Many
doctors across the country are helping in the same way.

Why do people do research with specimens?

Research with specimens can help to find out more about what causes cancer, how to prevent it, how to
treat it, and how to cure it. Research using specimens can also answer other health questions. Some of
these include finding the causes of diabetes and heart disease, or finding genetic links to Alzheimer's.

What type of research will be done with my specimen?

Many different kinds of studies use specimens. Some researchers may develop new tests to find
diseases. Others may develop new ways to treat or even cure diseases. In the future, some of the
research may help to develop new products, such as tests and drugs. Some research looks at diseases
that are passed on in families (called genetic research). Research done with your specimen may look for
genetic causes and signs of disease.

How do researchers get the specimen?

Researchers from universities, hospitals, and other health organizations conduct research using
specimens. They contact the Southwest Oncology Group and request samples for their studies. The
Southwest Oncology Group reviews the way that these studies will be done, and decides if any of the
samples can be used. The Southwest Oncology Group gets the specimen and information about you from
your hospital, and sends the specimen samples and some information about you to the researcher. The
Southwest Oncology Group will not send your name, address, phone number, social security number or
any other identifying information to the researcher.

Will | find out the results of the research using my specimen?

You will not receive the results of research done with your specimen. This is because research can take
a long time and must use specimen samples from many people before results are known. Results from
research using your specimen may not be ready for many years and will not affect your care right now,
but they may be helpful to people like you in the future.

Why do you need information from my health records?

In order to do research with your specimen, researchers may need to know some things about you. (For
example: Are you male or female? What is your race or ethnic group? How old are you? Have you ever
smoked?) This helps researchers answer questions about diseases. The information that will be given to
the researcher may include your age, sex, race, diagnosis, treatments and family history. This
information is collected by your hospital from your health record and sent to the Southwest Oncology
Group. If more information is needed, the Southwest Oncology Group will send it to the researcher.

Will my name be attached to the records that are given to the researcher?

No. Your name, address, phone number and anything else that could identify you will be removed before
they go the researcher. The researcher will not know who you are.
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How could the records be used in ways that might be harmful to me?

Sometimes, health records have been used against patients and their families. For example, insurance
companies may deny a patient insurance or employers may not hire someone with a certain illness (such
as AIDS or cancer). The results of genetic research may not apply only to you, but to your family
members too. For disease caused by gene changes, the information in one person's health record could
be used against family members.

How am | protected?

The Southwest Oncology Group is in charge of making sure that information about you is kept private.
The Southwest Oncology Group will take careful steps to prevent misuse of records. Your name,
address, phone number and any other identifying information will be taken off anything associated with
your specimen before it is given to the researcher. This would make it very difficult for any research
results to be linked to you or your family. Also, people outside the research process will not have access
to results about any one person which will help to protect your privacy.

What if | have more questions?

If you have any questions, please talk to your doctor or nurse, or call the Marquette General Hospital
Patient Advocate at 1-800-562-9753, extension 3183 or 1-906-225-3183.
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