PAGE  
CONFIDENTIAL

APPENDIX III
GOG-0233/ACRIN 6671
SAMPLE CONSENTS FOR RESEARCH STUDY

TEMPLATE #1: CERVICAL CANCER
(11/16/09)(6/27/11)

Protocol Title:

UTILITY OF PREOPERATIVE FDG-PET/CT SCANNING TO DETECT RETROPERITONEAL LYMPH NODE METASTASIS IN PATIENTS WITH LOCOREGIONALLY ADVANCED CARCINOMA OF THE CERVIX AND HIGH RISK ENDOMETRIAL CANCER (11/16/09)

[Note: ACRIN does not monitor compliance with the Health Insurance Portability and Accountability Act (HIPAA); that is the responsibility of local IRBs].  
You are being asked to be in this trial because you have cervical cancer. This is a clinical trial (a type of research study) run by the American College of Radiology Imaging Network (ACRIN), the Gynecologic Oncology Group (GOG), and funded by the National Cancer Institute (NCI). Clinical trials include only participants who choose to take part. Please take your time to make your decision. 

You may discuss this research study with your family and friends. You are being asked to volunteer because you meet the study requirements. Your participation is voluntary, which means you can choose whether or not you want to be in this study. 

This study will evaluate a type of test, often called a “scan.” The scan for this trial is a PET/CT scan using an agent called “FDG” (Fluorodeoxyglucose). Researchers hope to learn: 

· if the scan can find cancer that may have spread to your lymph nodes.(11/16/09)
Answering this question is important because treatment of patients with cervical cancer that has spread to lymph nodes is different than cancer that has not spread.(11/16/09) 
Before you make a decision, you will need to know what the study is about, the possible risks and benefits of being in this study, and what you will be asked to do in this study. The research team is going to talk to you about the study and you will be given this consent form to read. You can discuss it with your family, friends, or family doctor. You may find some of the medical language difficult to understand. Please ask the study doctor and/or research staff about this form or if you have any questions. If you decide to do this study, you will be asked to sign and date this form.
WHY IS THIS STUDY BEING DONE?

The purpose of this study is to learn if the FDG-PET/CT can find cancer that may have spread to your lymph nodes.(11/16/09) 

HOW MANY PEOPLE WILL TAKE PART IN THE STUDY? 
About 380 people with cancer—165 women with cervical cancer and 215 women with endometrial cancer—will take part in this study at a number of cancer centers in the United States and Canada. (11/16/09)
WHAT am I being asked to do IN THE STUDY?

Before you begin the study...
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 may be 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.
· Physical examination,

· Medical history, including pregnancy test,

· Tumor measurement (part of qualifying for trial),

· Blood tests, including checking your kidney health before imaging, (6/27/11)
· Chest X-ray (previous chest imaging may mean you do not have to have a chest X-ray),

· ECG,

· Obtain signed consent,

· Gather Fast Fact Sheet.
During the study...
If the exams, tests, and procedures show that you can be in the study, and you choose to take part, then you will have the following as part of the research study:
· FDG-PET/CT,(11/16/09)
· If PET/CT suggests disease outside your lymph glands, you may undergo biopsy with imaging guided by imaging (CT or ultrasound) prior to surgery. This biopsy may be able to diagnose disease outside your lymph glands that would influence your treatment,(6/27/11)
· Surgery. 

Description of the FDG-PET/CT Scan (11/16/09)
Positron emission tomography scan (PET) is a diagnostic procedure in which a small amount of radioactive glucose (sugar) called FDG (Fluorodeoxyglucose) is injected into a vein. You will have the injection 50 minutes before the scan. Then a scanner is used to make detailed, computerized pictures of areas inside the body where the glucose is used. Because cancer cells often use more glucose than normal cells, the pictures can be used to find cancer cells in the body. Computed tomography (CT) is a diagnostic procedure that uses special x-ray equipment to obtain cross-sectional pictures of the body. Combined PET/CT scanning joins these tests into one procedure. 

(11/16/09)
After you have the scan that IS part of the research study (11/16/09)
Results of the scan will be explained to you prior to surgery/biopsies since the results determine the procedure. After reviewing the scan results and the results of other tests, certain lymph nodes will be removed and biopsied. Biopsies are the removal of a sample of tissue for examination. Other biopsies may be necessary if your scan shows that cancer may have spread to areas other than your abdominal and pelvic lymph nodes. Once your lymph nodes have been checked for cancer cells, you will receive appropriate treatment with chemotherapy and radiation therapy (chemoradiation) for your cancer. Your treatment will be determined by the results of the biopsy.(11/16/09) 

OVERVIEW OF TIMELINE AND PROCEDURES ASSOCIATED WITH STUDY FOR PATIENTS WITH CERVICAL CANCER:

	Day 
	Exams, tests, procedures. and scans 
	What happens in standard care

	You are diagnosed with cervical cancer, stages IB2, IIA ≥4cm, IIB-IVA

	Prior to starting study
	· Tumor measurement (part of qualifying for trial),

· Medical history including pregnancy test,

· Blood tests, including checking your kidney health, (6/27/11)
· Chest X-ray,

· ECG.
	· Medical history,

· Blood tests,

· Chest X-ray,

· ECG.

	Day 1
	· Fast (no food or drink) for 4 hours prior to the FDG-PET/CT imaging, 

· Injection of FDG 50 minutes prior to scan,

· Drink oral contrast drug prior to CT,

· Urine pregnancy test,

· PET/CT scan of abdomen, pelvis and chest.
	The CT and combined PET/CT scans are part of standard of care.

	Prior to surgery

(6/27/11)
	· Biopsy of any disease identified by the PET scan outside the abdomen, if feasible.


	This procedure is standard of care; 
an imaging-guided biopsy may be needed to make sure there is no more disease, only if previous results are negative.

	Day 3-15
	· Lymph node examination, by surgery, laparoscopy, or appropriate biopsy of lesions outside lymph glands.


	The procedure is part of standard care at some centers.

	Within 28 days 
	· Begin appropriate treatment with chemoradiation, as defined by standard treatment guidelines for your diagnosis, your physician and you.


	This is standard care. 

	Within 6 weeks post-op
	· Physical examination.


	This is standard care.

	6 months after enrolling
(6/27/11)
	· Medical history,

· CT scan or PET/CT if a finding is visible on PET/CT and was not able to be biopsied or was negative on imaging-guided biopsy.


	Medical history is standard care. The CT or PET/CT scan is part of the standard of care at some centers.

	Every 3 months for 2 years
	· Routine blood tests and medical exams and x-rays at doctor’s discretion.
	These procedures are standard care.

	Every 6 months for 3 additional years
	· Routine blood tests and medical exams and x-rays at doctor’s discretion.
	These procedures are standard care. 


What happens When I have a PET/CT scan?

You will have the CT scan first, and then a PET scan, in the same room and on the same table. You will be told not to eat or drink for 4 hours before the PET/CT scan. When you arrive to have the PET/CT scan, you will have an intravenous (IV) line inserted into a vein and a blood sample taken. Then, a small amount of radioactive tracer, a type of glucose (sugar) called FDG (Fluorodeoxyglucose) will be injected into the IV line. Approximately 50 minutes after the injection of FDG, you will be asked to drink about 2 cups of an oral contrast drug. 

You will then be asked to change into a hospital gown and will have a chance to go to the bathroom (urinate). You will be brought to the scanning room, and you will lie on your back on a scanning table.  Your arms will be placed above your head, and pillows may be placed under your knees and back to make you more comfortable. The scans will take approximately 45-60 minutes. A second contrast drug will be injected into your IV line. The injection does not hurt. The contrast drug may cause you to feel warm, and may create a pressure in your pelvic area. This will go away. 

During the CT scan you lie very still. The table slowly passes through the center of a large x-ray machine. You might hear whirring sounds during the procedure, and you may be asked to hold your breath. After the CT scan is complete, the table will automatically pass into the PET scan system. You will continue to lie still and you may be asked to hold your breath again.

PET/CT scans do not cause any pain. However, lying in one position during the procedure may be slightly uncomfortable. 

Are there risks associated with a PET/CT scan? 

The radiation exposure from a PET/CT scan is no higher than what you would experience with a normal CT scan. This can be higher than the radiation exposure from a regular x-ray. Approximately 1 person in 1000 may have an allergic reaction from the contrast drugs. These reactions are temporary and treatable.  Allergic reactions may include: 

· mild itching or hives (small bumps on the skin), and 

· shortness of breath and swelling of the throat or other parts of the body. 

You should tell the technologist immediately if you experience any of these symptoms so you can be treated promptly. 

(11/16/09)

WHAT IS AN IMAGING-GUIDED BIOPSY? (6/27/11)
When you undergo the PET/CT, the scan may show disease that your doctors did not know about yet. Your surgeon may decide to take a sample (biopsy) of the area seen on PET/CT. Standard of care may be to take some tissue using a needle to test the cells. If the result from this test is negative (no cancer), then another test will be needed as part of this trial, called an imaging-guided biopsy. Ultrasound or CT scan would guide the doctor to biopsy the suspicious spot. If the result is positive (for newly found cancer), you will not continue on the study. Your treating doctor will know about this new information to guide your treatment. If it is negative, then you will stay on the study and have a follow-up CT scan after 6 months. 

Are there risks associated with AN IMAGING-GUIDED BIOPSY? (6/27/11)
Most people who join the study will not have to have an imaging-guided biopsy. If you do, then the removal of cells will involve a needle. The biopsy may cause minor discomfort and involves a low risk of bleeding or bruising and a very low risk of infection. If an ultrasound guides the biopsy, then no risks are associated with this technology. If a CT scan is used, there is low risk of anxiety or stress, discomfort, or claustrophobia during the scan. 
What is a lymph node dissection? What is the procedure?

Lymph nodes are areas in the body that help to fight the spread of infection and cancer. If your cancer has spread to your lymph nodes, the treatment for your cancer may be modified. In this study, certain lymph nodes will be removed and examined to see if cancer has spread. Lymph node dissection is part of standard treatment at some but not all medical centers, so you may have lymph nodes dissected whether or not you participate in this study. 

Lymph nodes lie along the blood vessels deep in your abdomen or pelvis. They can be removed surgically (using either one large incision) or laparscopically (using multiple small incisions). 

Once the incision (or incisions) reach the lymph nodes, a portion of the group of the nodes will be cut away and sent to a pathologist who will help to determine whether or not your cancer may have spread to them. 

For this study, the lymph nodes to be removed and checked are the left and right pelvic lymph nodes (called external iliac, obturator, and common iliac lymph nodes) and the lower abdominal lymph nodes (called para-aortic and para-caval lymph nodes). 

Following surgery, you will remain in the hospital until you have recovered from your surgery, usually about 1 to 3 days. Although it is not anticipated that you will have any long-term complications, the following is a list of the possible side effects. 

What are the risks associated with this type of surgery?

As with all operations, the lymph node sampling has risks and discomforts that include the following:

Hematologic: injury to arteries and veins with potentially heavy bleeding could occur. Blood transfusions may be necessary. Shock with damage to other organs may develop. Death is possible.

Urinary: injury to the urinary bladder or ureter (the tube carrying urine from the kidney to the bladder) may occur and require surgical repair.

Gastrointestinal: injury to the intestines may occur and require surgical repair.

Neurological: injuries to nerves in the operative areas may occur resulting in loss of sensation or function. Usually these are temporary but could be permanent.

Skin: a hernia (protrusion of an organ or body part) can form in the areas of incision and may need further surgery to repair them. Cancer cells may be deposited in the incision and begin to grow there.

Pulmonary: blood clots can form in large veins and pass into the lungs, causing breathing failure and possibly death. 

Infection: infection may occur and will require further treatment. 

Lymphedema: swelling in the leg(s) because fluid in your lymph nodes is not draining properly and builds up. This can lead to trouble moving your limb(s), infection, and/or hardening of the skin around the limb(s). Lymphedema cannot be cured, but it can be treated.(11/12/08)
Other unknown side effects can occur but are rare and will be monitored.
You will sign a separate consent form for your surgery. Your doctor has discussed with you possible risks of the surgery you will be undergoing, and will be able to answer questions you may have. 
What are the possible risks or discomforts of the study?

Risks and discomforts that may occur during the FDG-PET/CT scan or surgery have been discussed above. You may have side effects while on the study and receiving treatment for your cancer. There are risks associated with surgery, lymph node sampling, and chemoradiation used to diagnose and treat cervical cancer. 

Everyone taking part in the study will be watched carefully for any side effects. However, doctors do not 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 drugs. In some cases, side effects can be serious, long lasting, or may never go away. There is also a risk of death.

You should talk to your study doctor about any side effects that you have while taking part in the study. 

ARE THERE Reproductive risks? 
If you are pregnant or nursing you cannot take part in this research study. The effects on the fetus are unknown. If you are breast-feeding a baby, or are a mother-to-be, this study may cause harm because the FDG chemical used for the PET/CT scan in this study can affect a baby.(11/16/09) Also, you should not nurse your baby while on this study. 
Ask about counseling and more information about preventing pregnancy. For more information about risks and side effects, ask your study doctor. During the study, you need to take safety measures to avoid pregnancy. 

How long will I be in the study?
After you are finished with the scans and treatment for your cancer, the study doctor will ask you to visit the office for follow-up exams for 5 years. This is the same follow-up that you would receive if you were not in the trial.

This study is expected to end after all study participants have completed the visits and all the information has been collected. This study may be stopped at any time by your study doctor, GOG, ACRIN, Food and Drug Administration (FDA), or National Cancer Institute (NCI) without your consent in the following situations: 
· For your health or safety

· For not following study instructions

· For study administrative decision by ACRIN, GOG, the study doctor, FDA, or NCI

These actions do not require your consent, but you will be informed of any of these decisions if such a decision is made.

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 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 are the possible benefits of taking part in this study?

Taking part in this study may or may not make your health better. The information from this study will help study doctors learn whether PET/CT scans will help identify cancer that has spread to lymph nodes.(11/16/09) This knowledge will help doctors decide on the best treatment for patients with cervical cancer, which will benefit women with cervical cancer in the future. In some participants, a change in treatment that will better treat their cancer is predicted.  

WHAT OTHER Choices Do i have if i do not want to participate?
You may choose not to participate in this study. If you choose not to participate, there will be no penalty or loss of benefits to which you are otherwise entitled. Your doctor can tell you the different available treatments for your cervical cancer. 

WHAT ABOUT CONFIDENTIALITY?

You understand that every attempt will be made by the investigators to keep all the information collected in this study strictly confidential, including your personal information. Absolute confidentiality can not be guaranteed. 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) and Gynecologic Oncology Group (GOG). All data sent to ACRIN/GOG over the Internet will be coded so that other people cannot read it. Your personal information may be disclosed if required by law. 
You further understand that authorized representatives of ACRIN/GOG, the Food and Drug Administration (FDA), the National Cancer Institute (NCI), the Institutional Review Board (IRB) of <<Institution>> and other groups or organizations that have a role in this study will have access to and may copy both your medical and research records due to your participation in this study.(11/16/09) This access is necessary to ensure the accuracy of the findings and your safety and welfare. If any publication or presentations result from this study, you will not be identified by name. Results will be reported in a summarized manner in which you cannot be identified.

Your images will be kept permanently on file at ACRIN/GOG and may be used for future research. All personal identifiers are removed and replaced with a unique identifying number.
Will I have to pay for anything?

During the study, you will undergo an imaging examination.(11/16/09) You will not be responsible for the costs of any study-related examinations and treatments.  ACRIN and the individual insurance carriers will assume responsibility for the financial burden of the study. In regards to co-pays, you and/or your health plan/insurance company may need to pay for some or all of the costs of treating your cancer in this study.(11/16/09)
Every effort to prevent injury as a result of your participation will be taken. It is possible, however, that you could develop complications or injuries as a result of participating in this research study. In the event of injury resulting from this research, emergency medical treatment is available but will be provided at the usual charge. You and/or your insurance will be responsible for the cost of the medical care of that illness or injury. There is no financial compensation that has been set aside to compensate you in the event of injury.

WILL I BE PAID FOR BEING IN THIS STUDY?

You will receive no payment for taking part in this study.

WHAT ARE MY RIGHTS AS A PARTICIPANT?

Taking part in this study is voluntary. You may choose not to take part in the study. If you decide to participate, you are free to leave the study at any time.(11/16/09) Leaving the study will not result in any penalty or loss of benefits to which you are entitled. Your decision to participate in this study will not interfere with your future care. 

During the study, more information that could be important to you may be discovered. A Data Safety and Monitoring Board, an independent group of experts, will review the data from this research throughout the study. This includes information that might cause you to change your mind about being in the study. If information becomes available from this or other studies that may affect your health, welfare, or willingness to stay in this study, you will be contacted about it as soon as possible.

At any time, the study doctor may discontinue your participation in this study. The study doctor may decide to take you off this study if it is determined that the treatment is further intensifying the disease and endangers the participant.
WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

This document explains your rights as a study participant. It you have any questions regarding your participation in this research study or you have any questions regarding your rights as a research participant, do not hesitate to speak with your study doctor or anyone listed below. 

For additional information about your health or medical emergency, you may contact: Usually the name of the local hospital information is provided with instructions to study participants to inform the ER doctor of their participation in a clinical trial.


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 <<Institution Name>> Institutional Review Board (a group of people who review the research to protect your rights):
(Provide the name of local IRB contact person)


Name


Telephone Number
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 sites for comprehensive clinical trials information, http://cancertrials.nci.nih.gov, or the American College of Radiology Imaging Network Web site, www.acrin.org or www.gog.org. You can find additional information about imaging tests, including PET/CT, on the ACRIN web site:

http://www.acrin.org/PATIENTS/ABOUTXRAYSANDSCANS/tabid/135/Default.aspx. (06/09/08)(11/16/09)
Acknowledgement

When you sign this document, you are agreeing to take part in this study. This means you have read all the above information, asked questions regarding your participation, and received answers that you understand to all your questions. You have also had the opportunity to take this consent form home for review or discussion if you want to. 

You willingly give your consent to participate in this study. A copy of this signed consent form will be given to you. 




__________________
Printed Name of Study Participant/
Signature
Date

Legal Representative




__________________
Printed Name of Person Obtaining Consent 
Signature
Date
APPENDIX III Con’t

GOG-0233/ACRIN 6671
SAMPLE CONSENTS FOR RESEARCH STUDY 

TEMPLATE #2: ENDOMETRIAL CANCER
(11/16/09)

Protocol Title:

UTILITY OF PREOPERATIVE FDG-PET/CT SCANNING TO DETECT RETROPERITONEAL LYMPH NODE METASTASIS IN PATIENTS WITH LOCOREGIONALLY ADVANCED CARCINOMA OF THE CERVIX AND HIGH RISK ENDOMETRIAL CANCER (11/16/09)

[Note: ACRIN does not monitor compliance with the Health Insurance Portability and Accountability Act (HIPAA); that is the responsibility of local IRBs].  
You are being asked to be in this trial because you have endometrial cancer. This is a clinical trial (a type of research study) run by the American College of Radiology Imaging Network (ACRIN), the Gynecologic Oncology Group (GOG), and funded by the National Cancer Institute (NCI). Clinical trials include only participants who choose to take part. Please take your time to make your decision. 

You may discuss this research study with your family and friends. You are being asked to volunteer because you meet the study requirements. Your participation is voluntary, which means you can choose whether or not you want to be in this study. 

This study will evaluate a types of test, often called a “scan.” The scan is an PET/CT scan using an agent called “FDG” (Fluorodeoyglucose). Researchers hope to learn: 

· if the scans can find cancer that may have spread to your lymph nodes.(11/16/09)
Answering this question is important because treatment of patients with endometrial cancer that has spread to lymph nodes is different than cancer that has not spread.(11/16/09)
Before you make a decision, you will need to know what the study is about, the possible risks and benefits of being in this study, and what you will be asked to do in this study. The research team is going to talk to you about the study and you will be given this consent form to read. You can discuss it with your family, friends, or family doctor. You may find some of the medical language difficult to understand. Please ask the study doctor and/or research staff about this form or if you have any questions. If you decide to do this study, you will be asked to sign and date this form.
WHY IS THIS STUDY BEING DONE?

The purpose of this study is to learn if the FDG-PET/CT can find cancer that may have spread to your lymph nodes.(11/16/09) 

HOW MANY PEOPLE WILL TAKE PART IN THE STUDY? 
About 380 people with cancer—165 women with cervical cancer and 215 women with endometrial cancer—will take part in this study at a number of cancer centers in the United States and Canada. (11/16/09)
WHAT am I being asked to do IN THE STUDY?

Before you begin the study...
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 may be 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.
· Physical examination,

· Medical history, including pregnancy test,

· Tumor measurement (part of qualifying for trial),

· Blood tests, including checking your kidney health before imaging, (6/27/11)
· Chest X-ray (previous chest imaging may mean you do not have to have a chest X-ray),

· ECG,

· Obtain signed consent,

· Gather Fast Fact Sheet.
During the study...
If the exams, tests, and procedures show that you can be in the study, and you choose to take part, then you will have the following as part of the research study:
· FDG-PET/CT,(11/16/09)
· If PET/CT suggests disease outside your lymph glands, you may undergo biopsy with imaging guided by imaging (CT or ultrasound) prior to surgery. This biopsy may be able to diagnose disease outside your lymph glands that would influence your treatment,(6/27/11)
· Surgery. 

Description of the FDG-PET/CT Scan(11/16/09)
Positron emission tomography scan (PET) is a diagnostic procedure in which a small amount of radioactive glucose (sugar) called FDG (Fluorodeoxyglucose) is injected into a vein. You will have the injection 50 minutes before the scan. Then a scanner is used to make detailed, computerized pictures of areas inside the body where the glucose is used. Because cancer cells often use more glucose than normal cells, the pictures can be used to find cancer cells in the body. Computed tomography (CT) is a diagnostic procedure that uses special x-ray equipment to obtain cross-sectional pictures of the body. Combined PET/CT scanning joins these tests into one procedure. 

(11/16/09)
After you have the scan that IS part of the research study (11/16/09)
Results of the scan will be explained to you prior to surgery/biopsies since the results determine the procedure. After reviewing the scan results and the results of other tests, certain lymph nodes will be removed and biopsied. Biopsies are the removal of a sample of tissue for examination. Other biopsies may be necessary if your scan shows that cancer may have spread to areas other than your abdominal and pelvic lymph nodes. Your study doctor will want to collect samples from lymph nodes in any area that is biopsied to better understand how well the imaging works. Once your nodes have been checked for cancer cells, you may or may not need further treatment. This will be determined by the results of the biopsy.(11/16/09) 

OVERVIEW OF TIMELINE AND PROCEDURES ASSOCIATED WITH STUDY FOR PATIENTS WITH ENDOMETRIAL CANCER:

	Day 
	Exams, tests, procedures, and scans 
	What happens in standard care

	You are diagnosed with endometrial carcinoma (Grade 3 endometrioid, serous papillary, clear cell, or carcinosarcoma, or any grade with cervical involvement)

	Prior to starting study
	· Tumor measurement (part of qualifying for trial),

· Medical history including pregnancy test,

· Blood tests, including checking your kidney health, (6/27/11)
· Chest X-ray,

· ECG.
	· Medical history,

· Blood tests,

· Chest X-ray,

· ECG.

	Day 1
	· Fast (no food or drink) for 4 hours prior to the FDG-PET/CT imaging, 

· Injection of FDG 50 minutes prior to scan,

· Drink oral contrast drug prior to CT,

· Urine pregnancy test,

· PET/CT scan of abdomen, pelvis and chest.
	The CT and combined PET/CT scans are part of standard of care.

	Prior to surgery
(6/27/11)
	· Biopsy of any disease identified by the PET scan outside the abdomen, if feasible.
	This procedure is standard of care; 
an imaging-guided biopsy may be needed to make sure there is no more disease, only if previous results are negative.

	Day 3-15
	· Lymph node examination, by surgery, laparoscopy, or appropriate biopsy of lesions outside lymph glands.


	The procedure is part of standard care at some centers. 

	Within 6 weeks post-op
	· Physical examination.


	This is standard care.

	6 months after enrolling (6/27/11)
	· Medical history,

· CT scan or PET/CT if a finding is visible on PET/CT and was not able to be biopsied or was negative on imaging-guided biopsy.


	Medical history is standard care. The CT or PET/CT scan is part of the standard of care at some centers.

	Every 3 months for 2 years
	· Routine blood tests and medical exams and x-rays at doctor’s discretion.
	These procedures are standard care.


(6/27/11)
What happens When I have a PET/CT scan?

You will have the CT scan first, and then a PET scan, in the same room and on the same table. You will be told not to eat or drink for 4 hours before the PET/CT scan. When you arrive to have the PET/CT scan, you will have an intravenous (IV) line inserted into a vein and a blood sample taken. Then, a small amount of radioactive tracer, a type of glucose (sugar) called FDG (Fluorodeoxyglucose) will be injected into the IV line. Approximately 50 minutes after the injection of FDG, you will be asked to drink about 2 cups of an oral contrast drug. 

You will then be asked to change into a hospital gown and will have a chance to go to the bathroom (urinate). You will be brought to the scanning room, and you will lie on your back on a scanning table.  Your arms will be placed above your head, and pillows may be placed under your knees and back to make you more comfortable. The scans will take approximately 45 to 60 minutes. A second contrast drug will be injected into your IV line. The injection does not hurt. The contrast drug may cause you to feel warm, and may create a pressure in your pelvic area. This will go away. 

During the CT scan you lie very still. The table slowly passes through the center of a large x-ray machine. You might hear whirring sounds during the procedure, and you may be asked to hold your breath. After the CT scan is complete, the table will automatically pass into the PET scan system. You will continue to lie still and you may be asked to hold your breath again.

PET/CT scans do not cause any pain. However, lying in one position during the procedure may be slightly uncomfortable. 

Are there risks associated with a PET/CT scan? 

The radiation exposure from a PET/CT scan is no higher than what you would experience with a normal CT scan. This can be higher than the radiation exposure from a regular x-ray. Approximately 1 person in 1000 may have an allergic reaction from the contrast drugs. These reactions are temporary and treatable.  Allergic reactions may include: 

· mild itching or hives (small bumps on the skin), and 

· shortness of breath and swelling of the throat or other parts of the body. 

You should tell the technologist immediately if you experience any of these symptoms so you can be treated promptly. 

(11/16/09)

WHAT IS AN IMAGING-GUIDED BIOPSY? (6/27/11)
When you undergo the PET/CT, the scan may show disease that your doctors did not know about yet. Your surgeon may decide to take a sample (biopsy) of the area seen on PET/CT. Standard of care may be to take some tissue using a needle to test the cells. If the result from this test is negative (no cancer), then another test will be needed as part of this trial, called an imaging-guided biopsy. Ultrasound or CT scan would guide the doctor to biopsy the suspicious spot. If the result is positive (for newly found cancer), you will not continue on the study. Your treating doctor will know about this new information to guide your treatment. If it is negative, then you will stay on the study and have a follow-up CT scan after 6 months. 

Are there risks associated with AN IMAGING-GUIDED BIOPSY? (6/27/11)
Most people who join the study will not have to have an imaging-guided biopsy. If you do, then the removal of cells will involve a needle. The biopsy may cause minor discomfort and involves a low risk of bleeding or bruising and a very low risk of infection. If an ultrasound guides the biopsy, then no risks are associated with this technology. If a CT scan is used, there is low risk of anxiety or stress, discomfort, or claustrophobia during the scan. 
What is a lymph node dissection? What is the procedure?

Lymph nodes are areas in the body that help to fight the spread of infection and cancer. If your cancer has spread to your lymph nodes, the treatment for your cancer may be modified. In this study, certain lymph nodes will be removed and examined to see if cancer has spread. Lymph node dissection is part of standard treatment for endometrial cancer, so you will have lymph nodes dissected whether or not you participate in this study. 

Lymph nodes lie along the blood vessels deep in your abdomen or pelvis. They can be removed surgically (using either one large incision) or laparscopically (using multiple small incisions). 

Once the incision (or incisions) reach the lymph nodes, a portion of the group of the nodes will be cut away and sent to a pathologist who will help to determine whether or not your cancer may have spread to them. 

For this study, the lymph nodes to be removed and checked are the left and right pelvic lymph nodes (called external iliac, obturator, and common iliac lymph nodes) and the lower abdominal lymph nodes (called para-aortic and para-caval lymph nodes). 

Following surgery, you will remain in the hospital until you have recovered from your surgery, usually about 1 to 5 days. Although it is not anticipated that you will have any long-term complications, the following is a list of the possible side effects. 

What are the risks associated with this type of surgery?

As with all operations, the lymph node sampling has risks and discomforts that include the following:

Hematologic: injury to arteries and veins with potentially heavy bleeding could occur. Blood transfusions may be necessary. Shock with damage to other organs may develop. Death is possible.

Urinary: injury to the urinary bladder or ureter (the tube carrying urine from the kidney to the bladder) may occur and require surgical repair.

Gastrointestinal: injury to the intestines may occur and require surgical repair.

Neurological: injuries to nerves in the operative areas may occur resulting in loss of sensation or function. Usually these are temporary but could be permanent.

Skin: a hernia (protrusion of an organ or body part) can form in the areas of incision and may need further surgery to repair them. Cancer cells may be deposited in the incision and begin to grow there.

Pulmonary: blood clots can form in large veins and pass into the lungs, causing breathing failure and possibly death. 

Infection: infection may occur and will require further treatment. 

Lymphedema: swelling in the leg(s) because fluid in your lymph nodes is not draining properly and builds up. This can lead to trouble moving your limb(s), infection, and/or hardening of the skin around the limb(s). Lymphedema cannot be cured, but it can be treated.
Other unknown side effects can occur but are rare and will be monitored.
You will sign a separate consent form for your surgery. Your doctor has discussed with you possible risks of the surgery you will be undergoing, and will be able to answer questions you may have. 
What are the possible risks or discomforts of the study?

Risks and discomforts that may occur during the scans or surgery have been discussed above. You may have side effects while on the study and receiving treatment for your cancer. There are risks associated with surgery, lymph node sampling, and chemoradiation used to diagnose and treat endometrial cancer. 

Everyone taking part in the study will be watched carefully for any side effects. However, doctors do not 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 drugs. In some cases, side effects can be serious, long lasting, or may never go away. There is also a risk of death.

You should talk to your study doctor about any side effects that you have while taking part in the study. 

ARE THERE Reproductive risks? 
If you are pregnant or nursing you cannot take part in this research study. The effects on the fetus are unknown. If you are breast-feeding a baby, or are a mother-to-be, this study may cause harm because the FDG chemical used for the PET/CT scan in this study can affect a baby.(11/16/09) Also, you should not nurse your baby while on this study. 
Ask about counseling and more information about preventing pregnancy. For more information about risks and side effects, ask your study doctor. During the study, you need to take safety measures to avoid pregnancy. 

How long will I be in the study?
After you are finished with the scans and treatment for your cancer, the study doctor will ask you to visit the office for follow-up exams for 5 years. This is the same follow-up that you would receive if you were not in the trial.

This study is expected to end after all study participants have completed the visits and all the information has been collected. This study may be stopped at any time by your study doctor, GOG, ACRIN, Food and Drug Administration (FDA), or National Cancer Institute (NCI) without your consent in the following situations: 
· For your health or safety

· For not following study instructions

· For study administrative decision by ACRIN, GOG, the study doctor, FDA, or NCI

These actions do not require your consent, but you will be informed of any of these decisions if such a decision is made.

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 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 are the possible benefits of taking part in this study?

Taking part in this study may or may not make your health better. The information from this study will help study doctors learn whether PET/CT scans will help identify cancer that has spread to lymph nodes.(11/16/09) This knowledge will help doctors decide on the best treatment for patients with endometrial cancer, which will benefit women with these cancers in the future. In some participants, a change in treatment that will better treat their cancer is predicted.  

WHAT OTHER Choices Do i have if i do not want to participate?
You may choose not to participate in this study. If you choose not to participate, there will be no penalty or loss of benefits to which you are otherwise entitled. Your doctor can tell you the different available treatments for your endometrial cancer. 

WHAT ABOUT CONFIDENTIALITY?

You understand that every attempt will be made by the investigators to keep all the information collected in this study strictly confidential, including your personal information. Absolute confidentiality can not be guaranteed. 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) and Gynecologic Oncology Group (GOG). All data sent to ACRIN/GOG over the Internet will be coded so that other people cannot read it. Your personal information may be disclosed if required by law. 
You further understand that authorized representatives of ACRIN/GOG, the Food and Drug Administration (FDA), the National Cancer Institute (NCI), the Institutional Review Board (IRB) of <<Institution>> and other groups or organizations that have a role in this study will have access to and may copy both your medical and research records due to your participation in this study.(11/16/09) This access is necessary to ensure the accuracy of the findings and your safety and welfare. If any publication or presentations result from this study, you will not be identified by name. Results will be reported in a summarized manner in which you cannot be identified.

Your images will be kept permanently on file at ACRIN/GOG and may be used for future research. All personal identifiers are removed and replaced with a unique identifying number.
Will I have to pay for anything?

During the study, you will undergo an imaging examination.(11/16/09) You will not be responsible for the costs of any study-related examinations and treatments.  ACRIN and the individual insurance carriers will assume responsibility for the financial burden of the study. In regards to co-pays, you and/or your health plan/insurance company may need to pay for some or all of the costs of treating your cancer in this study.(11/16/09)
Every effort to prevent injury as a result of your participation will be taken. It is possible, however, that you could develop complications or injuries as a result of participating in this research study. In the event of injury resulting from this research, emergency medical treatment is available but will be provided at the usual charge. You and/or your insurance will be responsible for the cost of the medical care of that illness or injury. There is no financial compensation that has been set aside to compensate you in the event of injury.

WILL I BE PAID FOR BEING IN THIS STUDY?

You will receive no payment for taking part in this study.

WHAT ARE MY RIGHTS AS A PARTICIPANT?

Taking part in this study is voluntary. You may choose not to take part in the study. If you decide to participate, you are free to leave the study at any time.(11/16/09) Leaving the study will not result in any penalty or loss of benefits to which you are entitled. Your decision to participate in this study will not interfere with your future care. 

During the study, more information that could be important to you may be discovered. A Data Safety and Monitoring Board, an independent group of experts, will review the data from this research throughout the study. This includes information that might cause you to change your mind about being in the study. If information becomes available from this or other studies that may affect your health, welfare, or willingness to stay in this study, you will be contacted about it as soon as possible.

At any time, the study doctor may discontinue your participation in this study. The study doctor may decide to take you off this study if it is determined that the treatment is further intensifying the disease and endangers the participant.
WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

This document explains your rights as a study participant. It you have any questions regarding your participation in this research study or you have any questions regarding your rights as a research participant, do not hesitate to speak with your study doctor or anyone listed below. 

For additional information about your health or medical emergency, you may contact: Usually the name of the local hospital information is provided with instructions to study participants to inform the ER doctor of their participation in a clinical trial.


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 <<Institution Name>> Institutional Review Board (a group of people who review the research to protect your rights):
(Provide the name of local IRB contact person)


Name


Telephone Number
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 sites for comprehensive clinical trials information, http://cancertrials.nci.nih.gov, or the American College of Radiology Imaging Network Website, www.acrin.org or www.gog.org. You can find additional information about imaging tests, including PET/CT, on the ACRIN web site: http://www.acrin.org/PATIENTS/ABOUTXRAYSANDSCANS/
tabid/135/Default.aspx. (06/09/08)(11/16/09)
Acknowledgement

When you sign this document, you are agreeing to take part in this study. This means you have read all the above information, asked questions regarding your participation, and received answers that you understand to all your questions. You have also had the opportunity to take this consent form home for review or discussion if you want to. 

You willingly give your consent to participate in this study. A copy of this signed consent form will be given to you. 




__________________
Printed Name of Study Participant/
Signature
Date

Legal Representative




__________________
Printed Name of Person Obtaining Consent 
Signature
Date
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