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SAMPLE CONSENT FOR RESEARCH STUDY

Contrast-Enhanced Breast MRI/MRS and Correlative Science Studies to Characterize Tumor Response in Patients Undergoing Neoadjuvant Treatment for Locally Advanced Breast Cancer

A clinical trial is a research study that carefully tests new ways to prevent, diagnose, or treat diseases such as breast cancer.  Clinical trials include only patients who choose to take part in them.  Please take your time to make your decision. Discuss it with your friends and family.  The National Cancer Institute (NCI) booklet, “Taking Part in Cancer Treatment Research Studies,” is available from your doctor. 
You have been asked to take part in this study because you and your doctor have decided to treat your breast cancer with standard chemotherapy that includes a taxane chemotherapy drug (this will be referred to as Type 1 chemotherapy) that may be followed by treatment with an anthracycline chemotherapy drug (this will be referred to as Type 2 chemotherapy) before surgery. 

In an effort to better understand how different women respond to chemotherapy, you have been asked to participate in an MRI/MRS imaging study and a tissue and blood biomarker study.  These studies will not change your treatment, but will allow us to learn about how your tumor responds to chemotherapy treatment.  These studies are being carried out together and all participants must be enrolled on both studies.  We have thus created one consent form for both trials and will refer to these studies as one trial with two parts.  

WHY IS THIS STUDY BEING DONE?

The main goals of this study are to: 

1. Determine whether we can predict how women will respond to certain chemotherapy treatments on the basis of:

· the particular markers on their breast cancer cells and blood samples, and

· the arrangement of cancer cells in their breast, as shown by MRI (magnetic resonance imaging detects breast lesions) and MRS (magnetic resonance spectroscopy obtains information about the chemical content of the breast lesions) scans.

2.  Accurately measure how the tumors shrink using MRI scans.

Information about tumor markers will be obtained by examining core biopsies performed before treatment and during treatment (these core biopsies are optional) and a tissue sample collected during your surgery. 

MRI/MRS scans will be performed before and during treatment to determine the effectiveness of drugs in shrinking tumors and changing the arrangement of cancer cells in the breast while patients are undergoing chemotherapy.  The information we get from MRI scans will be compared to the information found on mammograms.  
Ultimately, this research is being done to determine whether MRI/MRS scans can be routinely used in women receiving chemotherapy to monitor shrinkage of breast tumors prior to breast surgery, and to predict (early in the course of treatment) which treatments will be most effective for women with cancer.
At the present time, almost all women receive chemotherapy because it is not known who benefits most from such treatment.  We hope that this study will show which women will respond best to chemotherapy and other types of treatment. 

HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?

About 384 women at 12 participating institutions will take part in this study.

WHAT IS INVOLVED IN THE STUDY?

As stated earlier, this study is a combination of two studies.  The components of these two studies are:

1) MRI/MRS scans before and during your treatment.
2) Biopsies (tissue from your breast) that will be done to look for specific molecular tissue markers. 

To complete the two components of this study, you will also have 2 mammograms.  If your doctor feels that it is necessary, you will also have 2 ultrasounds.  A small amount (about two tablespoons) of blood will also be drawn.

Any tissue or blood that is taken from you in the course of these studies will be used only for this trial.  No part of your tissue or blood will be used for any other study unless you agree. 

If you take part in this study, you will have the following tests and procedures:

MRI (Magnetic Resonance Imaging) and MRS (Magnetic Resonance Spectroscopy) Scans: 

You will have four MRI/MRS scans. 

· the first MRI/MRS scan will be before you begin chemotherapy.

· the second MRI/MRS scan will be done after you begin the first cycle of Type 1 chemotherapy.

•   the third MRI scan will be done after completing Type 1 chemotherapy. The MRS portion of the third scan is optional.
· the fourth MRI/MRS scan will be after the completion of all of your chemotherapy and before you have surgery. 

There is one additional MRI/MRS scan that is optional.  Thirty patients will be asked to have an additional scan before beginning Type 1 chemotherapy.  All patients will be asked to have an additional optional MRS scan added to the MRI scan after completing Type 1 chemotherapy.
I agree to have the additional optional MRI/MRS scan before beginning Type 1 chemotherapy.

Yes____

No____

I agree to have the additional optional MRS after completing Type 1 chemotherapy.

Yes____

No____

The MRI/MRS procedures will not require hospitalization, withholding or delay of treatments, blood tests or special preparation.  You will be placed in the center of the MRI machine, which is a large cylindrical magnet.  The MRI machine produces a strong magnetic field that passes through your body.  Pulses of radio frequency energy will be transmitted into your body.  A computer attached to the MRI machine will process these signals from your breast into a picture.  At some point during the examination, an MRI contrast agent (a dye like liquid called gadolinium) will be injected into a vein in your arm through a small catheter.  This agent is routinely used during MRI examinations.  The contrast agent improves the images of your breast by highlighting certain tissues.  The entire procedure will take about an hour. You will have to lie still on your stomach during that time.  A padded table will be provided for comfort.

Patients with some types of metallic surgical implants will not be able to participate in the study.  Most of these implants are compatible with MRI, but a small number are not.  Please notify your physicians if you have any metallic surgical implants (for example heart valves, aneurysm clips, orthopedic prosthesis) prior to enrolling in the study.  Other situations, which might exclude you from the imaging study, include metal fragments in your eye(s) or other parts of your body, having a pacemaker, not being able to lie still or on your stomach, or having severe kidney disease.

Mammogram
You will have 2 mammograms: 

· the first mammogram will be before you start chemotherapy

· the second mammogram will be after you complete the chemotherapy but before you have surgery

Blood samples

You will have blood collected at two time points for research purposes to learn more about how patients respond to different chemotherapy treatments and the possibility of predicting whether treatment for breast cancer will be effective.  You will have about 1 tablespoon of blood drawn before you begin and after you have completed chemotherapy.

Biopsy (core needle) and Tissue Sample
You will have a core needle biopsy(ies) done before you start Type 1 chemotherapy, a second optional biopsy(ies) at the beginning of Type 2 chemotherapy, and a small amount of tissue will be taken at the time of surgery in order for us to follow molecular (cell) changes during your therapy.  This is the “marker” portion of the study looking at changes that occur in the cancer cells themselves.  
A core needle biopsy is a procedure whereby your doctor will insert a needle into your breast to extract a piece of tissue about the size of pencil lead.  Your doctor will anesthetize (numb) the area to be biopsied prior to inserting the needle to minimize discomfort.  You may have bruising and some minor discomfort after this procedure, but it should be no more than the discomfort experienced after a blood draw.

I agree to have the optional biopsy(ies) at the beginning of Type 2 chemotherapy.

Yes____

No____

Ultrasound

If indicated by your physician, you will have 2 ultrasounds.  The first ultrasound will be before you start chemotherapy and the second ultrasound will be after you complete chemotherapy and before you have surgery.

A schema (or study plan) showing when these MRI/MRS scans, biopsies, tissue sample will be done is shown:
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HOW LONG WILL I BE IN THE STUDY?

You will be in the study during the entire time of your treatment, and we will check with your doctor to see how you are doing every 6 months for approximately 10 years. 

The researcher may decide to take you off this study if it is in your medical best interest, funding is stopped, your condition worsens, or new information becomes available.

You can stop participating at any time. However, if you decide to stop participating in the study, we encourage you to talk to the researcher and your regular doctor first.

WHAT ARE MY TREATMENT OPTIONS?

If you agree to take part in this study, you and your doctor have decided to treat your breast cancer with chemotherapy before your surgery. You will receive standard chemotherapy that includes a taxane chemotherapy drug (Type 1 chemotherapy) followed by an anthracycline chemotherapy drug (Type 2 chemotherapy).
During the initial breast cancer work up, your doctor may have done a test to determine whether your breast cancer is over-expressing (producing more that the normal amount) a gene called HER-2/neu. Your doctor may use this information to help determine additional treatment options and understand more about your cancer’s characteristics.

If your doctor determines that your breast cancer is over-expressing HER-2/neu, you may be offered treatment with Herceptin as part of your standard care.

WHAT ARE THE RISKS OF THE STUDY?

While on the study, you are at risk for these side effects. You should discuss these with the researcher and/or your regular doctor. There also may be other side effects that we cannot predict. Side effects may be mild or very serious. Your health care team may give you medicines to help lessen the side effects. Many side effects associated with MRI/MRS go away shortly after the MRI/MRS and gadolinium contrast is stopped. However, in some cases side effects can be serious or long lasting.
Risks Associated with MRI (Magnetic Resonance Imaging) and MRS (Magnetic Resonance Spectroscopy
Likely
· The MRI unit is noisy;
· Some patients feel claustrophobic in the MRI magnet.
Risks Associated with Gadolinium 
Less likely 
· Headaches and nausea

Less likely, but Serious
· Allergic reaction

Very Rare, but Serious

In rare cases, some patients who have a severe kidney disease, develop symptoms of tightening or scarring of the skin and organ failure called nephrogenic systemic fibrosis (NSF) and nephrogenic fibrosing dermopathy (NFD) after they have had a MRI scan with gadolinium-based contrast agent.  

NSF and NDF have not been seen in patients with normal working kidneys or mild problems in kidney function.  NSF and NDF cause fibrosis (thickening) of the skin and connective tissues throughout the body.  Patients develop skin thickening that may prevent bending and extending joints, resulting in decreased mobility of joints.  NSF and NDF usually start in the legs and feet.  It can also develop in the diaphragm (muscle and connective tissue that separates the chest from the abdomen), muscles in the thigh and lower abdomen, and areas of the lungs.  In very rare cases, they can lead to death. Prior to study entry, we will determine, by a routine blood test, if your kidneys are working properly in order to make sure the gadolinium contrast agent is safe for you.  

Reference: FDA/Center for Drug Evaluation and Research. May 23, 2007,  http://www.fda.gov/cder/drug/infopage/gcca/qa_200705.htm.
Risks Associated with Intravenous Catheter (IV) Placement

Likely
Minor discomfort 

Less likely
Low risk of bleeding, infection, and bruising 

Risks Associated with Biopsies 
Likely: 
Minor discomfort

Less likely
Low risk of minor pain and bleeding

Reproductive risks: You should not be or become pregnant while on this study.  A pregnancy test is recommended prior to entering on this study.
ARE THERE BENEFITS TO TAKING PART IN THE STUDY?

If you agree to take part in this study, there may or may not be direct medical benefit to you. We hope the information learned from this study will benefit other patients with breast cancer by allowing patients receiving chemotherapy before surgery to be evaluated by MRI/MRS in the future. This study may show that MRI/MRS can consistently and accurately find out who will respond to chemotherapy, even very early on in the treatment. Women who are not responding could then stop chemotherapy and move to another form of treatment.

WHAT OTHER OPTIONS ARE THERE?
You may choose to not participate in these studies. Your option to participate in this study will not affect the care you receive for your breast cancer in any way. 

Your choices may include:

•
Getting treatment or care for your cancer without being in a study

•
Taking part in another study

Please talk to your doctor about your choices before deciding if you will take part in this study.
WHAT ABOUT CONFIDENTIALITY?
Every effort will be made to keep your personal information confidential, although we cannot guarantee absolute confidentiality. Records of your progress while on the study will be kept in a confidential form at this institution and in a computer file at the headquarters of the American College of Radiology Imaging Network (ACRIN) in Philadelphia and at the Center for Statistical Sciences at Brown University in Providence, Rhode Island and at the Cancer and Leukemia Group B (CALGB) Statistical Center at Duke University in North Carolina. Your personal information may be disclosed if required by law. 

Organizations that may inspect and/or copy your research records for quality assurance and data analysis include groups such as the CALGB, ACRIN, Food and Drug Administration (FDA), and the National Cancer Institute (NCI). 

WHAT ARE THE COSTS?
You will receive no payment for taking part in this study. However, if you agree to have the additional MRI/MRS scan before you begin Type 1 chemotherapy you will be compensated up to the amount of $100.
Taking part in this study may lead to added costs to you or your insurance carrier. Standard MRI scans are usually covered by most insurance companies, but this is not guaranteed. The study will reimburse the cost of up to three MRI/MRS exams and one additional MRI scan as needed to supplement the imaging exams that insurance covers as standard of care. Please ask your doctor about any expected additional costs or insurance problems. 

There will be no charge to you for the cost of the research biopsies done before beginning Type 1 chemotherapy, nor the optional biopsies before beginning Type 2 chemotherapy.

There will be no charge to you or your insurance carrier for the research studies that will be done using your blood, biopsy samples or tissue taken at surgery.

Please ask about specific details regarding reimbursement, any expected added costs or insurance problems.

In the case of injury or illness resulting from this study, emergency medical treatment is available but will be provided at the usual charge. No funds have been set aside to compensate you in the event of injury.

You or your insurance company will be charged for continuing medical care and/or hospitalization.

WHAT ARE MY RIGHTS AS A PARTICIPANT?
Taking part in this study is voluntary. You may choose not to take part or may leave the study at any time. Leaving the study will not result in any penalty or loss of benefits to which you are entitled.

As part of this study, you will have tissue and blood taken over the course of this study. The researchers think that they will completely use all of blood and tissue for their studies. However, if these studies do not use all of the tissue and blood, the researchers will not use your tissue or blood for any studies not related to this trial without your permission. If your permission cannot be obtained for any future studies, your tissue and blood will be discarded.

WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

For information about your disease and research-related injury, you may contact:



Name


Telephone Number

For information about this study, you may contact:



Name


Telephone Number

For information about your rights as a research subject, you may contact:

(OPRR suggests that this person not be the investigator or anyone else directly involved with the research)



Name


Telephone Number

USE OF SPECIMENS
About Using Tissue and Blood for Research
You are going to have a biopsy (or surgery) to see if you have cancer. Your doctor will remove some body tissue to do some tests. The results of these tests will be given to you by your doctor and will be used to plan your care. You will also have tissue taken and blood drawn specifically for the research studies described above.

Your tissue and blood may be helpful for research. The research that may be done with your tissue and blood probably will not help you. It might help people who have cancer and other diseases in the future.

Reports about research done with your tissue and blood 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.

Things to Think About

The choice to let us keep the left over tissue and blood 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 tissue and blood can be kept for research, you can change your mind at any time. Just contact your study doctor and let him or her know that you do not want us to use your tissue. Then the tissue will no longer be used for research.

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

Your tissue and blood will be used only for research and will not be sold. You will not be paid for allowing your leftover tissue and blood to be used in research even though the research done with your tissue may help to develop new products in the future. 
OPTIONAL
It is possible that at some time in the future, that as part of deciding on what therapy to give you, a new test might be available that could be done on some of the tissue or blood that is now thought of as leftover. This situation is unusual, but it could happen. In order to see that not all this leftover tissue is used up, the CALGB will take care to see that some of your cancer tissue is stored for 10 years so that it is available should it be needed by you or your doctors. Depending on the amount of leftover tissue that is submitted for this study, however, there may not be any left over tissue to store.

Benefits

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

Risks

There are very few risks to you. The greatest risk is the release of information from your health records. The CALGB will protect your records so that your name, address, and phone number will be kept private. The chance that this information will be given to someone else is very small.



1. My tissue and blood may be kept for use in research to learn about, prevent, treat, or cure cancer.

Yes ____

No____

2. My tissue and blood may be kept for research about other health problems (for example: causes of diabetes, Alzheimer’s disease, and heart disease).

Yes____

No____


3. My doctor (or someone from the XYZ Group) may contact me in the future to ask me to take part in more research.

Yes ____

No____

WHERE CAN I GET MORE INFORMATION?

You may call the NCI’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’s Web site at http://cancer.gov/
•
For NCI’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 ___[insert total number of pages] 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_________________________________________

<Insert other signature and date lines as appropriate per local IRB policies and procedures>
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