APPENDIX I (7/18/07, 8/9/07, 1/22/09, 2/10/09)
Informed Consent Template for Cancer Treatment Trials
(English Language)

RTOG 0625

A Randomized Phase II Trial of Bevacizumab With Irinotecan or Bevacizumab With Temozolomide in Recurrent Glioblastoma

This is a clinical trial, a type of research study.  Your study doctor will explain the clinical trial to you.   Clinical trials include only people who choose to take part. Please take your time to make your decision about taking part.  You may discuss your decision 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 have a malignant brain tumor called glioblastoma that is growing or progressing despite treatment with radiation therapy and temozolomide.
Why is this study being done? (7/18/07, 1/22/09)
This study is being done to determine if an investigational cancer treatment called bevacizumab combined with either the chemotherapy agent irinotecan or the chemotherapy agent temozolomide is effective in treating glioblastoma.  In addition, the side effects and safety of these treatment combinations will be determined.

Bevacizumab is an antiangiogenic agent, which means that it can interrupt the body’s ability to grow new blood vessels, causing tumors to shrink. There is also information that demonstrates that bevacizumab may eliminate poorly formed blood vessels in tumors, resulting in improved blood flow. This improved blood flow may result in better delivery of chemotherapy agents. There are preliminary studies that suggest that combining chemotherapy drugs with bevacizumab may be better than either the chemotherapy agent alone or bevacizumab alone for treating some types of tumors. The study doctors want to see whether this will be true for glioblastoma. 
How many people will take part in the study?

About 121 people will take part in this study.  

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

Before you begin the study a full medical history and physical examination will be performed.  
You will need to have the following exams, tests or procedures to find out if you can be in the study.  These exams, tests or procedures 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.

· Blood will be taken to determine

· Blood counts

· Kidney function

· Liver function

· Electrolyte levels
· Pregnancy (if you are a woman of child-bearing potential)

· Electrocardiogram

· Urine evaluation for protein

· Magnetic resonance imaging

During the study … (7/18/07, 1/22/09)
If the exams, tests and procedures show that you can be in the study, and you choose to take part, then you will need the following tests and procedures.  They are part of regular cancer care. 
· Magnetic resonance imaging will be done after every 2 cycles of treatment (8 weeks)
You will need these tests and procedures that are part of regular cancer care.   They are being done more often because you are in this study.  

· Blood will be taken to determine

· Blood counts

· Kidney function

· Liver function

· Electrolyte levels
You will need this test to see how the study treatment is affecting your body.

· Urine evaluation for protein

If you have not already participated in a Radiation Therapy Oncology Group glioblastoma study that required this, your study doctor will need to send some of the tissue obtained at the time of your brain tumor surgery to a central pathology site. There, a pathologist will confirm that the tumor is a glioblastoma.

You will be "randomized" into one of the study groups described below. Randomization means that you are put into a group by chance. A computer program will place you in one of the study groups.  Neither you nor your study doctor can choose the group you will be in.

If you are in group 1 (often called "Arm 1") you will receive the combination of bevacizumab and temozolomide.  The bevacizumab is given by vein (intravenously) every two weeks.  For the first treatment, you will receive the bevacizumab for a period of 90 minutes.  If you don’t experience fever or chills while you receive it, you will be able to receive the next bevacizumab treatments over a 60- or 30-minute period.  This treatment arm contains temozolomide, a chemotherapy drug that was used for the initial treatment of your brain tumor.  However, this drug is being tested in combination with bevacizumab to see if the treatment combination will generate tumor responses even when the tumor has previously not responded or stopped responding to the temozolomide.  The temozolomide is given by mouth (orally) daily for 21 days, then 7 days without treatment.  Four weeks is considered one treatment cycle.  
If you are in group 1, you may also be asked to complete a medication diary while you are receiving temozolomide; this will help document when you take your medication and any side effects you experience. 

If you are in group 2 (often called "Arm 2") you will receive the combination of bevacizumab and irinotecan.  Both treatments are given by vein (intravenously) once every 2 weeks.  For the first treatment, you will receive the bevacizumab for a period of 90 minutes.  If you don’t experience fever or chills while you receive it, you will be able to receive the next bevacizumab treatments over a 60- or 30-minute period.  You will receive the irinotecan over a 90-minute period.  Every 2 treatments (4 weeks) equals one cycle of treatment.

Initially, twice as many people will go on Arm 2 versus Arm 1. The main goal (primary objective) of Arm 1 is to determine the side effects of the combination of bevacizumab and temozolomide. The main goal (primary objective) of Arm 2 is to test whether the combination of bevacizumab and irinotecan is effective at treating glioblastoma.  More patients are needed to determine the main goal of Arm 2 than are needed to determine the main goal of Arm 1.  If the combination of bevacizumab plus temozolomide in Arm 1 has tolerable side effects, then more patients will be added to Arm 1 so that both arms will have an equal number of patients.
During each treatment, blood tests will be performed every 2 weeks to monitor blood counts, kidney function, liver function and electrolyte levels.  Every 2 weeks, a urine test will be performed to determine if there is protein in the urine.  Vital signs (blood pressure, pulse, temperature and respiratory rate) will be performed before each of the infusions of the bevacizumab. 
Every 8 weeks, a brain MRI will be performed to evaluate the effect of treatment on your tumor.  This MRI will include the administration of contrast (“dye”) by vein to help the study doctors see the tumor.

Central Review 
If you agree to participate in the study, your routine MRI scans will be submitted for review at a central location to determine the changes in blood flow caused by the treatment.  The reviews and test results will not be sent to you or your doctor and will not affect what therapy you receive on this trial.  These central reviews are for research purposes only.
How long will I be in the study?

You can take the bevacizumab and irinotecan or the bevacizumab and temozolomide for up to 2 years, as long as your tumor doesn’t grow and you don’t have side effects that prevent you from continuing the treatment.  After you are finished taking the treatments, the study doctor will ask you to visit the office for follow-up exams for at least 1 month to ensure that any side effects of the treatment have resolved.  In addition, after completing treatment, we would like to keep track of your medical condition for the rest of your life.  
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 he or she can evaluate any risks from the treatment.  Another reason to tell your study doctor that you are thinking about stopping is to 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?
You may have side effects while on the study.  Everyone taking part in the study will be watched carefully for any side effects.  However, researchers don’t know all the side effects that may happen.  Side effects may be mild or very serious. Your health care team may give you medicines to help lessen side effects. Many side effects go away soon after you stop taking the chemotherapy treatment. In some cases, side effects can be serious, long lasting, or may never go away. There also is a risk of death.  
You should talk to your study doctor about any side effects that you have while taking part in the study.   

Risks and side effects related to bevacizumab include those that are (7/18/07, 1/22/09):
Very Likely 

· Nose bleeds

· High blood pressure - In most patients, blood pressure can be controlled with routine medications.  Rarely, uncontrolled hypertension may lead to damage to the brain and other vital organ functions.

· Fatigue

· Rash

· Headache

· Soreness in mouth or throat

Less Likely  

· Dizziness

· Decrease in blood counts, which can lead to a risk of infection

· Anemia

· Low blood pressure

· Loss of appetite

· Weight loss

· Itching, hives, welts of the skin

· Ulcers (open sores of the skin or mucous membrane that shed inflamed dead tissue)

· Nausea and/or vomiting

· Inflammation of the colon, which can result in stomach cramps and/or diarrhea
· Obstruction of the bowel
· Mild to moderate bleeding in the tumor, stomach, intestines, vagina, or other parts of the body
· Blood clots in the veins:  blood clots can occur in the veins of the leg and the lungs or other organs.  These events can be life-threatening.
· Clots in the arteries, including stroke or heart attack. These conditions can be life-threatening or fatal.  When several studies were looked at together, problems due to clots in arteries were increased about two-fold (up to 4-5%) in patients receiving chemotherapy plus bevacizumab compared to chemotherapy alone (about 2%). Patients who were elderly and with past history of clots in the arteries are at a greater risk for these problems.
· Leakage of protein in the urine, which can rarely lead to damage to the kidney 
· Reactions associated with infusion of the bevacizumab:  rash, chills, fever, rigor
· Watery eyes, nasal stuffiness
· Shortness of breath, cough, wheezing
· Pain in the stomach, chest, joints, or muscles and/or pain at the tumor site
· Constipation
· Hoarseness and/or change in or loss of voice
Rare But Serious  

· Serious or fatal bleeding from the tumor, brain, gut, vagina, or the lungs
· Fistulas (abnormal openings or passages between internal organs or from an internal organ to the surface of the body) in the lung and/or intestinal tract

· Nasal septum perforation: a hole in the wall that divides the inside of the nose, which could result in crusting in the nose, bleeding and/or discharge from the nose, and/or whistling on intake of air and which would require surgery to repair

· Bowel perforation and bowel anastomotic dehiscence.  Bowel perforation occurs when an opening exists in the bowel wall allowing bowel contents to spill into the abdomen.  Bowel anastomotic dehiscence is a breakdown in the surgical connection between two pieces of bowel. These events are rare but can lead to serious infection and require surgery to repair.

· Heart problems (including irregular heartbeats, fluid collections surrounding the heart, heart attack or heart failure)
· Worsening of fluid within the tissues of the lung
· Delayed or poor wound healing after surgery
· Acute and/or severe allergic reactions that result in difficulty breathing or drop in blood pressure, and possible death
· Reversible posterior leukoencephalopathy syndrome (RPLS) (<1%): RPLS is a medical condition related to leakiness of blood vessels in the brain and can cause confusion, blindness or vision changes, seizure and other symptoms, as well as changes in brain scans.  This condition is usually reversible, but in rare cases, it is potentially life threatening and may have long-term effect on the brain function. 
· Reversible changes in the liver functions
· Kidney failure
· Sudden death of uncertain relationship to bevacizumab
Risks and side effects related to temozolomide include those that are:

Likely 

· Nausea and/or vomiting

· Decreased appetite 

· Headache

· Constipation

· Drowsiness/fatigue

· Inability to sleep

Less Likely

· Decrease in blood counts that may cause infection, bleeding, and bruising

· Diarrhea

· Fever

· Sores in your mouth

· Rash

· Elevated liver enzymes (reversible)

· Swelling in your arms and legs

· Memory loss

· Itchiness

· Increased need to urinate

· Weakness
· Back pain
· Dizziness
· Tingling/burning in your arms and legs
· Anxiety
· Depression
· Stomach pain
Rare but Serious

· Decreased ability to carry out daily activities

· Convulsions

· Weakness on one side of your body

· Abnormal coordination
· Paralysis
· Myelodysplastic syndrome (problem with the bone marrow that causes decreased production of red cells, white cells, or platelets that can sometimes turn into blood cancer)
Risks and side effects related to irinotecan include those that are:

Likely 

· Delayed diarrhea (occurring within hours of receiving study drug and lasting up to 5-7 days)
· Abdominal cramping, including delayed abdominal cramping (stomach pain that can last for 5-7 days)
· Nausea and vomiting 

· Lack of appetite

· Sweating 

· Flushing 

· Runny nose 

· Teary eyes 

· Hair loss 

· Weakness 

· Decrease in blood cells (due to the drug preventing your body from making and keeping new blood cells)
· Sudden urge to have a bowel movement occurring shortly after the irinotecan infusion.   Note: Dehydration has occurred as a consequence of diarrhea, particularly when associated with severe vomiting. Diarrhea that occurs at a time when the white blood cell count is low can be especially dangerous, which can make you more susceptible to severe infections that could be life-threatening. Should you experience a fever or other sign of infection when your white blood cell count is very low, you may need to be admitted to the hospital for precautionary measures and receive intravenous antibiotics until your blood cell counts rise to safe levels.
Diarrhea has been the most frequent severe side effect associated with receiving irinotecan. When severe diarrhea has occurred, some patients have had to be admitted to the hospital to receive intravenous fluids until the diarrhea resolved (usually in 5-7 days).  With early recognition and proper treatment, the likelihood of severe diarrhea may be decreased.   In order to minimize the severity of the diarrhea, you are advised to follow these directions:
1. Be aware of your bowel movements.  If they become softer than usual or if you have any increase in the number of bowel movements over what is normal for you, begin taking loperamide tablets right away.

2. Take two loperamide (Imodium) tablets immediately after the onset of diarrhea or increased frequency of bowel movements, and then take one tablet every two hours until you have been without a bowel movement for 12 hours straight.  At night, you may take two tablets every four hours so that you won't have to wake up so often.  Make sure that you drink plenty of fluids (soups, juices, etc.) to replace the fluids lost in the bowel movements.  If your soft bowel movements or diarrhea do not stop within 36 hours, call your doctor.  Should you become weak, lightheaded, or feel faint, call your doctor immediately.  Don't take loperamide tablets unless you have loose or frequent stools or diarrhea.
Less Likely 

· Mouth sores 
· Frequent bowel movements (sometimes with blood noted in your bowel movements) 
· Redness or irritation of your skin at infusion sites  

Rare but Serious

· Lung problems with symptoms shortness of breath, nonproductive (dry) cough, and abnormal chest x-ray 
· Abnormal blood, kidney and liver lab results, which could indicate serious blood, kidney, or liver problems
Note: If you are on a blood thinner (warfarin), you will need to be monitored for any interaction between irinotecan and warfarin.  If you have any bleeding or bruising, you should let your physician know.

There have been deaths reported from these serious side effects. Although the risk of death is low, you should tell your doctor immediately if you experience any of these side effects. 

Reproductive risks:  Because the drugs in this study can possibly affect an unborn baby and infants, you should not become pregnant or father a baby or breast feed while you are on this study.  Also, because bevacizumab remains in your body for weeks to months, you should continue to use adequate contraceptive measures and avoid nursing a baby for at least 6 months after your last dose of bevacizumab, although the optimal or the maximal time required for drug clearance cannot be precisely predicted. It is important you understand that you need to use birth control while on this study.  Check with your study doctor about what kind of birth control methods to use and how long to use them.  Some methods might not be approved for use in this study.
A pregnancy test is required for women with child-bearing potential before entry on the study is permitted.
Temozolomide may make it harder for a woman to become pregnant or for a man to cause a woman to become pregnant even after the chemotherapy has been completed.  There is not enough information about temozolomide in men and women of childbearing age who subsequently try to have children to know how likely problems will be. However, it is still possible for you to become pregnant while you are taking temozolomide, so you must use appropriate birth control measures.
For more information about risks and side effects, 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 researchers hope these treatment regimens will be more useful against cancer compared to the usual treatment, there is no proof of this yet. We do know that the information from this study will help researchers learn more about these combinations of drugs as a treatment for cancer.  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

· Getting no treatment

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

Will my medical information be kept private? 

Data are housed at RTOG Headquarters in a password-protected database.  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:

· The Radiation Therapy Oncology Group (RTOG)

· American College of Radiology Imaging Network (ACRIN)/Center for Statistical Sciences
· The National Cancer Institute (NCI) and other government agencies, like the Food and Drug Administration (FDA), involved in keeping research safe for people

· A qualified representative from a pharmaceutical collaborator 

What are the costs of taking part in this study? (8/9/07)
You and/or your health plan/insurance company will need to pay for some or all of the costs of treating your cancer in this study.  Some health plans will not pay these costs for people taking part in studies.  Check with your health plan or insurance company to find out what they will pay for.  Taking part in this study may or may not cost your insurance company more than the cost of getting regular cancer treatment. 


Bevacizumab and irinotecan will be provided free of charge while you are participating in this study.  However, if you should need to take bevacizumab and irinotecan much longer than is usual, it is possible that the free supply of these drugs given to the NCI could run out.  If this happens, your study doctor will discuss with you how to obtain additional drugs from the manufacturer and you may be asked to pay for it.

If you are randomized to Arm 1, you will receive temozolomide through a commercial prescription.
Although the bevacizumab and irinotecan will be provided at no cost to you, you or your health plan may need to pay for costs of the supplies and personnel who give you the drug.
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, __________________ [investigator’s name(s)], if you feel that you have been injured because of taking part in this study.  You can tell the study doctor in person or call him/her at __________________ [telephone number].
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.  

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 __________________ [name(s)] at __________________ [telephone number].
For questions about your rights while taking part in this study, call the ________________________ [name of center] Institutional Review Board (a group of people who review the research to protect your rights) at __________________ (telephone number).  [Note to Local Investigator: Contact information for patient representatives or other individuals in a local institution who are not on the IRB or research team but take calls regarding clinical trial questions can be listed here.]   
Please note:  This section of the informed consent form is about additional research that is being done with people who are taking part in the main study.   You may take part in this additional research if you want to.  You can still be a part of the main study even if you say ‘no’ to taking part in this additional research.

You can say “yes” or “no” to the following studies.  Below, please mark your choice.  

Consent Form for Use of Tissue for Research

About Using Tissue for Research (2/10/09)
You have had a biopsy or surgery that resulted in the diagnosis of a brain tumor.  We would like to keep some of the tissue that is left over for future research. If you agree, this tissue will be kept and may be used in research to learn more about cancer and other diseases. Please read the information sheet called "How is Tissue Used for Research" to learn more about tissue research. This information sheet is available to all at the following web site: http://www.rtog.org/tissue%20for%20research_patient.pdf
The research that may be done with your tissue is 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 tissue 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 for future research is up to you. No matter what you decide to do, it will not affect your care or your participation in the main part of the study. 

If you decide now that your tissue 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 tissue. Then any tissue that remains will no longer be used for research and will be returned to the institution that submitted it. 
In the future, people who do research may need to know more about your health. While the doctor/institution 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 tissue is 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 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 tissue 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. 

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 or your participation in the main part of the study.

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





Yes

No

2. My tissue may be kept for use in research to learn about, prevent or treat 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 take part in more research. 





Yes

No

Consent Form for Participation in Advanced MRI Study (7/18/07,12/11/07)
[LIMITED INSTITUTIONS: Institutions qualified for Advanced MRI sub-study] 

You will undergo MRI examinations as part of your regular treatment before and during the treatment to allow your doctors to determine the changes in blood flow caused by the treatment.  You are being asked to participate in an additional advanced MRI study.  Researchers hope that the advanced MRI will help them learn more about how blood is supplied to the cancer and the tumor’s response to treatment.  You will be scanned at the baseline visit, week 2, and every two cycles of chemotherapy.  You will receive another MRI scan when you come off the study.     Each examination takes between 45 and 60 minutes to complete.  MRI examinations require that you lie flat in the MR scanner while imaging is performed.  During this time, you will receive an intravenous (through a tube placed in a vein in your arm) medication, called gadolinium that helps doctors see areas of blood flow to tumors.   

For most patients, there are no specific risks associated with MRI scanning, but some may experience anxiety, stress, claustrophobia, or discomfort.  You will not be allowed to have an MRI scan if you have certain types of metallic or electrical devices (such as a pacemaker or certain aneurysm clips) placed in your body.  If you had previous surgery to your heart or brain, doctors will determine whether the MRI is safe for you.  You will not be allowed to have an MRI if you have any metal pieces in your brain, spinal cord, or eyes.  If your job has ever placed you at risk for exposure to metallic fragments (such as metal working or welding), doctors will perform an x-ray of your eyes prior to the study to determine that MRI is safe for you.  

The gadolinium used during the MRI is an FDA-approved MRI contrast agent with very few side effects.  The dose used in the advanced MRI tests is “triple dose,” which is injected rapidly.  Some but not all MRI contrast agents have been FDA-approved for triple dose, but triple dose of all of these agents has been used in many hospitals around the world without evidence of negative effects from the increased dose.  Approximately 2 percent of participants experience some side effects with the use of gadolinium; however, they are mostly mild (nausea, headache, hives, temporary low blood pressure). Serious side effects are very rare. In very rare cases a condition called nephrogenic systemic fibrosis (NSF)/nephrogenic fibrosing dermopathy (NFD) has been reported.  NSF is a condition associated with the gadolinium contrast agent when there is severe kidney disease. Symptoms include tightening or scarring of the skin and organ failure.  In some cases, it can be deadly.  NSF has not been seen in patients with normal working kidneys or mild problems in kidney function.  Prior to study entry, we will determine if your kidneys are working properly in order to make sure the gadolinium contrast agent is safe for you. You will receive prompt medical attention for any reactions to the contrast agent.
The results of the advanced and the standard of care MRI central reviews will not be sent to you or your doctor and will not be used to determine your treatment.  You or your insurance company will not be charged for these MRI scans.  You can participate in the treatment part of the study without participating in the additional imaging study.  You may also participate in the other optional research studies performed on your tumor even if you decide not to participate in the advanced imaging study.  

If you decide to participate in the additional advance imaging part of the study, 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. 

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).  Copies of your MRI images will be permanently kept on file at ACRIN.  This information will be used for research purposes only.  All identifying information will be taken off of the films to maintain confidentiality.  Future research studies may be conducted on other aspects of the data collected during the study.  At this time it is not known what type of studies may be conducted.  Some possibilities may be issues affecting patient care or future studies of a medical or non-medical nature.

If I qualify, I agree to participate in the additional advanced MRI study that is being done for research as a part of this study.




Yes
 
No 

Where can I get more information?

For more information about MRI scans you can go to ACRIN's Web site at 
http://www.acrin.org/AboutMRI.aspx.  You or your doctor can 
print a description of MRI scans from this Web site.
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/
· 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 of 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 _____________________________________

























