AMERICAN COLLEGE OF RADIOLOGY IMAGING NETWORK

ACRIN 6678 
FDG-PET/CT as a Predictive Marker of Tumor Response and Patient Outcome: Prospective Validation in Non-small Cell Lung Cancer
Informed Consent Form Templates:

Instruction to Participating Sites Regarding Consent Forms

This Appendix contains three (3) consent form templates for Groups A, B and C, respectively. These consent form templates describe the research procedures that will be done if the patient has all imaging studies after consent and registration to the trial or, per the protocol guidelines, the research procedures that will be done if it is possible to use an FDG-PET/CT scan that the participant had on a qualified scanner prior to consent and registration.

If, per protocol guidelines, you are UNABLE to use the FDG-PET/CT scan that was done recently prior to consent and registration to the trial, template consent language also has been provided to create consent forms for patients having to repeat the first FDG-PET/CT scan just for study purposes; this baseline scan would otherwise have been considered a standard-of-care examination. 
If a Group A participant is unable to complete both pre-treatment test-retest FDG-PET/CT scans, that participant can be reassigned to Group B. It may be necessary to re-consent a participant to the appropriate group in these cases. It may also be possible to draft your site-specific informed consent form so that, in instances when a participant can switch from Group A to Group B, a re-consent is not necessary because the participant has already consented to three FDG-PET/CT and three volumetric CT scans total.

The following are options, based on site-specific Institutional Review Board requirements, for consent forms that will need to be created for this trial:

Option 1:

Have six (6) consent forms prepared for this trial; the patient will sign one (1) consent form, applicable to the group and situation:

· One consent form for Group A.

· One consent form for Group B.

· One consent form for Group C.

· One consent form for Group A, describing the additional procedures and risks if it is necessary to repeat a previously performed clinical FDG-PET/CT scan to obtain the baseline scan for the trial.

· One consent form for Group B, describing the additional procedures and risks if it is necessary to repeat a previously performed clinical FDG-PET/CT scan to obtain the baseline scan for the trial.

· One consent form for Group C, describing the additional procedures and risks if it is necessary to repeat a previously performed clinical FDG-PET/CT scan to obtain the baseline scan for the trial.

Option 2:

Have three (3) consent forms prepared for this trial; the patient will sign one (1) consent form, applicable to the group:

· One consent form for Group A, also describing the additional procedures and risks if it is necessary to repeat a previously performed clinical FDG-PET/CT scan to obtain the baseline scan for the trial.

· One consent form for Group B, also describing the additional procedures and risks if it is necessary to repeat a previously performed clinical FDG-PET/CT scan to obtain the baseline scan for the trial.

· One consent form for Group C, also describing the additional procedures and risks if it is necessary to repeat a previously performed clinical FDG-PET/CT scan to obtain the baseline scan for the trial.

NOTE:  The consent form templates in the protocol are designed to accommodate Options 1 and 2 easily. 

Option 3:

Have one (1) consent form prepared for this trial; the patient will sign one (1) consent form, applicable to all possible situation:

· One consent form that covers Group A, B and C, also describing the additional procedures and risks if it is necessary to repeat a previously performed clinical FDG-PET/CT scan to obtain the baseline scan for the trial.

Option 4:

Have two (2) consent forms prepared for this trial; the patient will sign one (1) consent form, applicable to the situation:

· One consent form that covers Groups A, B and C.

· One consent form that covers Groups A, B and C, describing the additional procedures and risks if it is necessary to repeat a previously performed clinical FDG-PET/CT scan to obtain the baseline scan for the trial.

Option 5:

Have two (2) consents prepared for this trial; the patient will sign two (2) consent forms:

· One consent form that covers Group A, B and C.

· One SEPARATE consent form specifically for a repeat FDG-PET/CT scan to obtain the baseline scan for the trial.

Option 6:

Have four (4) consent forms prepared for this trial; the patient will sign two (2) consent form, applicable to the group and situation:

· One consent form for Group A.

· One consent form for Group B.

· One consent form for Group C.

· One SEPARATE consent form specifically for a repeat FDG-PET/CT scan to obtain the baseline scan for the trial.

Appendix I: Informed Consent Form Templates

Informed Consent Form Template For Group A Patients
ACRIN 6678

FDG-PET/CT as a Predictive Marker of Tumor Response and Patient Outcome: 
Prospective Validation in Non-small Cell Lung Cancer

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.

If you want more information about participating in clinical trials, ask your study doctor for the National Cancer Institute (NCI) booklet Taking Part in Cancer Treatment Research Studies.  Also, you can learn more about clinical trials at http://cancertrials.nci.nih.gov or by calling the NCI’s help line at 1-800-4-cancer (1-800-422-6237 or TTY: 1-800-332-8615).
You are being asked to take part in this study because you have advanced lung cancer.  This clinical trial for advanced lung cancer involves FDG-PET/CT scans.   
WHY IS THIS STUDY BEING DONE? 
The purpose of this study is to determine if FDG-PET/CT scans can help doctors decide if chemotherapy is working to control your lung cancer.  

PET stands for Positron Emission Tomography and CT stands for Computed Tomography.  PET/CT is a novel imaging technology that combines two imaging modalities (PET images and CT images) into one image.  

About FDG-PET Scan

PET is a nuclear medicine medical imaging technique that produces a 3-D image of functional processes in the body.  

About CT Scan

A CT scanner is a special kind of X-ray machine.  Instead of sending out a single X-ray through your body as with ordinary X-rays, several beams are sent simultaneously from different angles.  The computer processes the results, displaying them as a two-dimensional picture shown on a monitor.  

About FDG-PET/CT Scan

Many PET scanners also include a CT scanner.  This allows images of both anatomy (CT) and function (PET) to be taken during the same examination.  The FDG-PET/CT scan has the benefit of combining the PET scan information about cell function with the CT scan information about the size and shape of abnormal cells.  Alone, each test has its limitations but when the results of the scans are fused together they provide the most complete information on cancer cell function and location. 
HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?
Up to 57 people will take part in study Group A, and up to 285 people will participate in all three study groups.
WHAT WILL HAPPEN IF I TAKE PART IN THIS RESEARCH STUDY?

Overall, this study has three groups.  In each group the timing of the imaging tests is different, so you and your doctor have to discuss and choose which group you will be enrolled in.  You and your doctor have considered these choices and your planned therapy, and have decided that that you will participate in study Group A.

If you agree to take part in this study:

Standard medical procedures that are part of regular cancer care and would probably be done even if you do not join the study: 

· Chemotherapy (cancer fighting drugs) through a vein in your arm

· Diagnostic CT scan

· Physical examination

· Clinical labs related to your treatment (within 4 weeks of registration to the trial)

· Pregnancy test (if applicable) 

Standard medical procedures that are being done specifically because you are in this study (these may or may not be done if you were not in this study):

· PET/CT scan with FDG

· CT scan without contrast

You will be asked to have two (2) FDG-PET/CT scans (1 to 7 days apart) and two (2) other CT scans (also 1 to 7 days apart) before you begin your cancer treatment and one (1) FDG-PET/CT and one (1) other CT scan after you receive your first cycle of chemotherapy. Your study doctor will try to take imaging scans on the same day as possible, or on days when you are already scheduled to be at the facility for care. If you have already had an FDG-PET/CT scan before agreeing to participate in this clinical trial, it is possible that scan may be used as the first one for the trial. If for any reason you cannot have both FDG-PET/CT scans before beginning treatment, your doctor may ask you to join Group B of this trial. You may not receive all of the CT scans if your study and treating doctors decide it is in your best interest or if time becomes an issue.
You will have routine follow-up CT scans, every six (6) weeks from initation of chemotherapy, as recommended for your cancer treatment.  These CT scans will be collected by the study doctor, for up to eighteen (18) weeks, in addition to the study FDG-PET/CT scans.  You will continue to see and follow up with your regular doctor.  Your study doctor will also follow-up with your regular doctor, at least every three (3) months, for up to one (1) year, to see how you are doing.  Normally, the results of the FDG-PET/CT scan obtained after your first cycle of chemotherapy will not be given to you or your regular doctor who is caring for you.  But, if the study CT scan images show potentially serious or life threatening findings, your regular doctor will be told of the results.

[ADD THIS PARAGRAPH AS A GUIDE IF A PREVIOUSLY PERFORMED BASELINE FDG-PET/CT SCAN NEEDS TO BE REPEATED AS A RESEARCH PROCEDURE.] In order to participate in this research project, the FDG-PET/CT scans done before and after treatment must be obtained on the same scanner with a specific technique. The FDG-PET/CT scans must also be done within the timeframe outlined for this trial. Although you had a previous FDG-PET/CT scan, it cannot be used for this trial, because it was done at another hospital or imaging facility, or was done with a technique different from that required by the research protocol, or is outside the timing needed for this protocol.  Thus, if you would like to participate in this research project, funds are available to repeat your FDG-PET/CT scan at INSERT INSTITUTION NAME.  The PET scan would be performed exactly as described in the consent form for the trial but would be specifically for research purposes, and would not be charged to you or your insurance company.

Preparation for a PET/CT Scan:  Before each FDG-PET/CT scan, do not eat for 4 to 6 hours before your appointment time and drink only water.  You will be given details of what to do to prepare for your PET/CT scan.  

During the Exam:  On the day of your FDG-PET/CT scan, you first will be given an injection of a small amount of a radioactive drug/tracer (a chemical similar to sugar which is called FDG) into a vein in your arm or hand.  The amount of radiation is very small, no more than what you would have during a normal x-ray.  It only stays in your body for a few hours.  The FDG will travel to particular parts of your body.  It travels to places where glucose is used for energy.  It can show cancer because the cancer cells use glucose in a different way from normal tissue.  

The PET/CT scanner is a large machine with a hole in the middle.  It looks like a donut with a table in the middle.  Approximately 50-70 minutes after the injection of FDG, you will be asked to go to the bathroom (urinate) and then lie on a partially enclosed scanning table.  The table will slide into the machine.  You will be asked to remain still during the scan.  You will hear buzzing or clicking sounds during the scan.  You will need to lie still for about 20-60 minutes before coming off of the scanning table.  

The size of the opening is 27 to 30 inches.  How much space you feel you have around you will depend on your body size and the scanner.  If you feel any anxiety over being in enclosed spaces, let your study doctor know.  A mild sedative may be used to help you feel more comfortable during the exam.  

Time Required:  The entire FDG-PET/CT scan procedure is expected to take about 2 hours.

Once you have had your FDG-PET/CT scan(s), you will receive chemotherapy.  The chemotherapy that you will be getting is not a part of this study.  It will be the usual treatment for your kind of cancer.  You and your regular doctor will decide how many chemotherapy treatments you will get.  You are consenting to have two (2) FDG-PET/CT scans (1 to 7 days apart) and two (2) other CT scans (also 1 to 7 days apart) before you begin your cancer treatment and one (1) FDG-PET/CT and one (1) other CT scan after you receive your first cycle of chemotherapy. However, the other CT scans are optional. You may not undergo all of these scans, depending on what you and your study and regular doctors decide is in your best interest. The scans will be done exactly the same way as described above.    

You will continue to see your regular doctor once the chemotherapy treatments have ended.  You will see your regular doctor at regular intervals according to her/his recommendations and usual practice.  This will include a diagnostic CT scan every six (6) weeks throughout your cancer treatment.  Information gathered by your regular doctor as part of your normal follow-up visits will be given to your study doctor(s) so they can find out more about your health.  Your follow-up care will be decided between you and your regular doctor.
Study Chart

What you do if you are in Group A:

	At Registration/ Baseline Visit
	· Sign an informed consent form (ICF);

· Have a physical examination;

· Have a pregnancy test, if applicable;

· Provide medical history.

	Visit A1:  Pre-Chemotherapy Imaging Visit, Within 14 Days of Start of Chemotherapy
	· Follow instructions provided at Registration/Baseline Visit in preparation for the FDG-PET/CT;

· Have a blood sugar test before the FDG injection;

· Have a CT scan (may not be on the same day as the FDG-PET/CT—ask your study doctor about what works best for you)*;

· Have a FDG-PET/CT scan†.

	Visit A2: Pre-Chemotherapy Imaging Visit, Within 7 Days Before Start of Chemotherapy Cycle 1
	· Follow instructions provided at Registration/Baseline Visit in preparation for the FDG-PET/CT;

· Have a blood sugar test before the FDG injection;

· Have a CT scan (may not be on the same day as the FDG-PET/CT—ask your study doctor about what works best for you)*;

· Have a FDG-PET/CT scan†.

	Visit A3: Post-Chemotherapy Cycle 1 Imaging Visit, Within 4 Days Before Start of Chemotherapy Cycle 2 
	· Follow instructions provided at Registration/Baseline Visit in preparation for the FDG-PET/CT;

· Have a blood sugar test before the FDG injection;

· Have a CT scan (may not be on the same day as the FDG-PET/CT—ask your study doctor about what works best for you)*;

· Have a FDG-PET/CT scan†.

	Imaging Follow-up Visits: 
Every 6 Weeks from Initiation 
of Chemotherapy for Maximum 
of 18 Weeks
	· Have a diagnostic CT scan at time intervals based on the recommendation and standard practice of your regular doctor.

	Clinical Follow-up Visits 
	· Have a physical examination, at time intervals based on the recommendations and standard practice of your regular doctor.


In most cases, you will have the FDG-PET/CT and CT scans on the same imaging device and during the same imaging session.  You do not have to make separate appointments for the FDG-PET/CT and the CT scans.  However, some FDG-PET/CT devices may not be able to take CT images meeting the special requirements for this research study.  In this case, you will be asked to have the CT scan done on a separate scanner and possibly on a separate day.  
* Even if you agree to the other CT scans, you may not receive them if your study and regular doctors decide it is in your best interest or if time becomes an issue. 
† It is important to the study to make sure you have completed the first two FDG-PET/CT scans before you start any treatment and the third FDG-PET/CT scan after your first cycle of chemotherapy.
HOW LONG WILL I BE IN THE STUDY?

We expect that you will be an active participant for about 6 months/24 weeks while you receive chemotherapy.  You will then need to see your regular doctor(s) for follow-up visits as he/she recommends.  

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

The study doctor may decide to take you off this study if your cancer gets worse or if the side effects of the cancer treatment are very serious.  The study doctor may also take you off if new information becomes available that suggests that participating in this study will be unsafe for you.  It is unlikely, but the study may also be stopped early due to lack of funding or participation.

WHAT SIDE EFFECTS OR RISKS CAN I EXPECT FROM BEING IN THE STUDY?

In addition to the side effects of your chemotherapy treatment, you may have side effects while on the study.  Everyone taking part in the study will be watched carefully for any side effects.  However, doctors 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 the FDG-PET/CT scan.  In some cases, side effects can be serious, long lasting or may never go away.

Risks Associated with Radiation Exposure from FDG-PET/CT and CT Scans:

<<Each site may need to modify this section to quote the correct CT dosimetry for its own PET/CT and CT scanners in accordance with its own institutional policies and procedures. This section may necessitate further revision if three (3) FDG-PET/CTs (i.e., one [1] more than presented in the radiation exposure details below) must be conducted for research purposes.>>

This research study involves a maximum exposure to radiation from 2 FDG-PET/CT scans and 3 volumetric CT scans. [Note that if the first FDG-PET/CT has to be repeated for research, then the number of FDG-PET/CT scans will increase to three (3).]  The radiation exposure you will receive from each FDG-PET/CT scan is equal to a uniform whole-body exposure of approximately 14 mSv (a measure of radiation exposure), with approximately 11 mSv from the injected radioactive FDG and 3 mSv from the CT component).  The radiation exposure you will receive from each volumetric CT scan is equal to a uniform whole-body exposure of approximately 6 mSv.  The total radiation exposure from all of these procedures is 46 mSv.  This is about 92% of the allowable annual dose of 50 mSv for radiation workers (for example, x-ray technicians).  The risk from this level of radiation exposure is too small to be measured and is small when compared with other everyday risks.
If you would like more information about radiation exposure associated with the PET and CT scans, please speak with your study doctor.

Other Risks Associated with PET Scans and Injection of FDG: 

Less Likely
Discomfort from lying still on the enclosed scanning table;
Bruising or bleeding at the site of injection of FDG;
Infection at the site of injection of FDG.
Rare 
An allergic-type or other adverse reaction to the radioactive drug (FDG) has not been documented so far, but cannot be entirely excluded.
Other Risks Associated with CT Scans:  

Rare

Malfunction of worn or implanted electronic medical devices. If you wear or have electronic medical devices implanted, such as a pacemaker or a drug pump, please make sure you tell your study doctors and research staff.  It was recently reported by the FDA that the CT scan may cause the malfunction of electronic medical devices.  

Reproductive Risks: 

Because the radiation from PET scans or CT scans can damage an unborn baby, you should not become pregnant or father a baby while on this study.  (The risks of fetal injury, however, are far greater from the chemotherapy that will be used to treat your cancer.)  These days, some doctors tell PET scan patients that they should not have close contact with pregnant women, babies and young children for a few hours after their scan.  If you are breast feeding, you have to express enough milk beforehand to get your baby through the first 6 hours after the scan.  This is not because there will be radiation in the milk.  It is because the mother should not be holding the baby closely during the time the radiation is in her body.  Some doctors recommend you get someone else to feed the baby for 24 hours, although it is safe for you to express more milk for those feeds from 6 hours after the scan.  It is important you understand that you need to use birth control while on this study.  Ask your study doctor about what kind of birth control methods to use and how long to use them.  If you are a woman who can become pregnant, you must agree to a pregnancy test (blood test) before starting chemotherapy treatment, and later on if your physician considers it necessary.

ARE THERE BENEFITS TO TAKING PART IN THE STUDY? 

If you agree to take part in this study, your study doctor(s) may learn more information from the FDG-PET/CT scans about how best to treat your cancer and whether the chemotherapy treatment is working in fighting your cancer.  Please discuss with your regular doctor the findings from the scans being completed and the information that is available to you at that time.  Taking part in this study may or may not make your health better.  The information from this study will help your study doctors learn whether FDG-PET and the FDG-PET/CT scans will help identify cancer that has spread to your lungs.  This knowledge will help doctors decide on the best treatment for patients with lung cancer.  In some participants, a change in treatment may better treat your lung cancer. 

WHAT OTHER CHOICES DO I HAVE IF I DO NOT TAKE PART IN THIS STUDY?
You may choose to not participate in this study.  You could have PET/CT scans done without participating in this study.  Please talk to your regular doctor about this and other options.

WILL MY MEDICAL INFORMATION BE KEPT PRIVATE?
We will do our best to make sure that the personal information in your medical record will be kept private.  However, we cannot guarantee total privacy.  Records of your participation in this study, your progress, and images submitted (such as FDG-PET/CT scan or CT scan) while you are 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.  Your personal information may be given out if required by law.

Authorized representatives of ACRIN, Center for Statistical Sciences at Brown University, 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 inspect and/or copy both your medical and research records due to your participation in this study.  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 such that you cannot be identified.

Your research records and images will be kept permanently on file at ACRIN and may be used for future research.  All personal identifiers are removed and replaced with a unique identifying number.  The research that may be done with the information will not specifically help you.  But, it might help people who have cancer and other diseases in the future.
WHAT ARE THE COSTS OF TAKING PART IN THIS STUDY? 

Taking part in this study may lead to added costs to you or your insurance company.  FDG-PET/CT scans for lung cancer are usually covered by most insurance companies, but this is not guaranteed.  Please ask your study doctor(s) about any expected added costs or insurance problems.

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

WHAT HAPPENS IF I AM INJURED BECAUSE I TOOK PART IN THIS STUDY?

It is important that you tell your study doctor, <<insert name>>, 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 <<insert 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.

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, <<insert name>>, at <<insert telephone number>>.

For questions about your rights while taking part in this study call the <<insert name IRB contact person>> at <<insert name of the IRB>> Institutional Review Board (a group of people who review the research to protect your rights) at <<insert 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.

Visit the NCI’s Web sites for clinical trials information http://cancertrials.nci.nih.gov, or for cancer information visit http://cancernet.nci.nih.gov.  ACRIN’s Web site is www.acrin.org.
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 also have had the opportunity to take this consent form home for review or discussion if you want to.  A copy of the signed consent will be given to you.


____



Signature of Participant (or Legal Representative)
Date

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

Informed Consent Form Template for Group B
ACRIN 6678

FDG-PET/CT as a Predictive Marker of Tumor Response and Patient Outcome: Prospective Validation in Non-small Cell Lung Cancer

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.

If you want more information about participating in clinical trials, ask your study doctor for the National Cancer Institute (NCI) booklet Taking Part in Cancer Treatment Research Studies.  Also, you can learn more about clinical trials at http://cancertrials.nci.nih.gov or by calling the NCI’s help line at 1-800-4-cancer (1-800-422-6237 or TTY: 1-800-332-8615)

You are being asked to take part in this study because you have advanced lung cancer.  This clinical trial for advanced lung cancer involves FDG-PET/CT scans.   
WHY IS THIS STUDY BEING DONE? 
The purpose of this study is to determine if FDG-PET/CT scans can help doctors decide if chemotherapy is working to control your lung cancer.  

PET stands for Positron Emission Tomography and CT stands for Computed Tomography.  PET/CT is a novel imaging technology that combines two imaging modalities (PET images and CT images) into one image.  

About FDG-PET Scan

PET is a nuclear medicine medical imaging technique that produces a 3-D image of functional processes in the body.  

About CT Scan

A CT scanner is a special kind of X-ray machine.  Instead of sending out a single X-ray through your body as with ordinary X-rays, several beams are sent simultaneously from different angles.  The computer processes the results, displaying them as a two-dimensional picture shown on a monitor.  

About FDG-PET/CT Scan

Many PET scanners also include a CT scanner.  This allows images of both anatomy (CT) and function (PET) to be taken during the same examination.  The FDG-PET/CT scan has the benefit of combining the PET scan information about cell function with the CT scan information about the size and shape of abnormal cells.  Alone, each test has its limitations but when the results of the scans are fused together they provide the most complete information on cancer cell function and location.  

HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?
Up to 171 people will take part in study Group B, and up to 285 people will participate in all three study groups.
WHAT WILL HAPPEN IF I TAKE PART IN THIS RESEARCH STUDY?

If you agree to take part in this study:

Standard medical procedures that are part of regular cancer care and would probably be done even if you do not join the study: 

· Chemotherapy (cancer fighting drugs) through a vein in your arm

· Diagnostic CT scan

· Physical examination

· Clinical labs related to your treatment (within 4 weeks of registration to the trial)

· Pregnancy test (if applicable) 

Standard medical procedures that are being done specifically because you are in this study (These may or may not be done if you were not in this study):

· PET/CT scan with FDG

· CT scan without contrast

You will be asked to have one (1) FDG-PET/CT scan and one (1) CT scan before you begin your cancer treatment, one (1) FDG-PET/CT scan and one (1) CT scan after your first cycle of chemotherapy, and one (1)  FDG-PET/CT scan and one (1) CT scan after your second cycle of chemotherapy. You may not receive all of these scans if you and your study and treating doctors decide it is in your best interest or if time becomes an issue. Your study doctor will try to take imaging scans on the same day as possible, or on days when you are already scheduled to be at the facility for care. If you have already had an FDG-PET/CT scan before agreeing to participate in this clinical trial, it is possible that scan may be used as the first one for the trial. If you were already enrolled in Group A of this trial but were unable to have two (2) pre-treatment FDG-PET/CT scans, you may be asked to participant in Group B instead. 
You will have routine follow-up CT scans, every six (6) weeks from initiation of chemotherapy, as recommended for your cancer treatment.  These CT scans will be collected by the study doctor, for up to eighteen (18) weeks, in addition to the study FDG-PET/CT scans.  You will continue to see and follow up with your regular doctor.  Your study doctor will also follow-up with your doctor, at least every three (3) months, for up to one (1) year, to see how you are doing.  Normally, the results of the FDG-PET/CT scan obtained after your first cycle of chemotherapy will not be given to you or your regular doctor who is caring for you.  But, if the study CT scan images show potentially serious or life threatening findings, your regular doctor will be told of the results.

[ADD THIS PARAGRAPH AS A GUIDE IF A PREVIOUSLY PERFORMED BASELINE FDG-PET/CT SCAN NEEDS TO BE REPEATED AS A RESEARCH PROCEDURE.] In order to participate in this research project, the FDG-PET/CT scans done before and after treatment must be obtained on the same scanner with a specific technique. The FDG-PET/CT scans must also be done within the timeframe outlined for this trial. Although you had a previous FDG-PET/CT scan, it cannot be used for this trial, because it was done at another hospital or imaging facility, or was done with a technique different from that required by the research protocol, or is outside the timing needed for this protocol.  Thus, if you would like to participate in this research project, funds are available to repeat your FDG-PET/CT scan at INSERT INSTITUTION NAME.  The PET scan would be performed exactly as described in the consent form for the trial but would be specifically for research purposes, and would not be charged to you or your insurance company.

Preparation for a PET/CT Scan:  Before each FDG-PET/CT scan, do not eat for 4 to 6 hours before your appointment time and drink only water.  You will be given details of what to do to prepare for your PET/CT scan.  

During the Exam:  On the day of your FDG-PET/CT scan, you first will be given an injection of a small amount of a radioactive drug/tracer (a chemical similar to sugar which is called FDG) into a vein in your arm or hand.  The amount of radiation is very small, no more than what you would have during a normal x-ray.  It only stays in your body for a few hours.  The FDG will travel to particular parts of your body.  It travels to places where glucose is used for energy.  It can show cancer because the cancer cells use glucose in a different way from normal tissue.  

The PET/CT scanner is a large machine with a hole in the middle.  It looks like a donut with a table in the middle.  Approximately 50-70 minutes after the injection of FDG, you will be asked to go to the bathroom (urinate) and then lie on a partially enclosed scanning table.  The table will slide into the machine.  You will be asked to remain still during the scan.  You will hear buzzing or clicking sounds during the scan.  You will need to lie still for about 20-60 minutes before coming off of the scanning table.  

The size of the opening is 27 to 30 inches.  How much space you feel you have around you will depend on your body size and the scanner.  If you feel any anxiety over being in enclosed spaces, let your study doctor know.  A mild sedative may be used to help you feel more comfortable during the exam.  

Time Required:  The entire FDG-PET/CT scan procedure is expected to take about 2 hours.

Once you have had your FDG-PET/CT scan(s), you will receive chemotherapy.  The chemotherapy that you will be getting is not a part of this study.  It will be the usual treatment for your kind of cancer.  You and your regular doctor will decide how many chemotherapy treatments you will get.  You are consenting to one (1) FDG-PET/CT and one (1) other CT scan before you begin your cancer treatment, one (1) FDG-PET/CT and one (1) other CT scan after your first cycle of chemotherapy, and one (1) FDG-PET/CT and one (1) other CT scan after your second cycle of chemotherapy. One of the FDG-PET/CT scans and all of the other CT scans are optional. You may not undergo all of these scans, depending on what you and your study and treating doctors decide is in your best interest. The scans will be done exactly the same way as described above.    

You will continue to see your regular doctor once the chemotherapy treatments have ended.  You will see your regular doctor at regular intervals according to her/his recommendations and usual practice.  This will include a diagnostic CT scan every six (6) weeks throughout your cancer treatment.  Information gathered by your regular doctor as part of your normal follow-up visits will be given to your study doctor(s) so they can find out more about your health.  Your follow-up care will be decided between you and your regular doctor.
Study Chart

What you do if you are in Group B:

	At Registration/ Baseline Visit
	· Sign an informed consent form (ICF);

· Have a physical examination;

· Have a pregnancy test, if applicable;

· Provide medical history.

	Visit B1: Pre-Chemotherapy Imaging Visit, Within 7 Days Before Start of Chemotherapy Cycle 1
	· Follow instructions provided at Registration/Baseline Visit in preparation for the FDG-PET/CT;

· Have a blood sugar test before the FDG injection;

· Have a CT scan (may not be on the same day as the FDG-PET/CT—ask your study doctor about what works best for you)*;

· Have a FDG-PET/CT scan†.

	Visit B2: Post-Chemotherapy Cycle 1 Imaging Visit, Within 4 Days Before Start of Chemotherapy Cycle 2
	· Follow instructions provided at Registration/Baseline Visit in preparation for the FDG-PET/CT;

· Have a blood sugar test before the FDG injection;

· Have a CT scan (may not be on the same day as the FDG-PET/CT—ask your study doctor about what works best for you)*;

· Have a FDG-PET/CT scan†.

	Visit B3: Post-Chemotherapy Cycle 2 Imaging Visit, On Days 19, 20, 21, or 22 Before Start of Chemotherapy Cycle 3
	· Follow instructions provided at Registration/Baseline Visit in preparation for the FDG-PET/CT;

· Have a blood sugar test before the FDG injection;

· Have a CT scan (may not be on the same day as the FDG-PET/CT—ask your study doctor about what works best for you)*;

· Have a FDG-PET/CT scan.

	Imaging Follow-up Visits: 
Every 6 Weeks from Initiation 
of Chemotherapy for Maximum 
of 18 Weeks
	· Have a diagnostic CT scan at time intervals based on the recommendation and standard practice of your regular doctor.

	Clinical Follow-up Visits
	· Have a physical examination, at time intervals based on the recommendations and standard practice of your regular doctor.


In most cases, you will have the FDG-PET/CT and CT scans on the same imaging device and during the same imaging session.  You do not have to make separate appointments for the FDG-PET/CT and the CT scans.  However, some FDG-PET/CT devices may not be able to take CT images meeting the special requirements for this research study.  In this case, you will be asked to have the CT scan done on a separate scanner and possibly on a separate day. The FDG-PET/CT scan after your second cycle of chemotherapy (Visit B3) and the other CT scans are optional. You and your study and treating doctors will decide if it is in your best interest to undergo some or all of these scans during the trial.
* Even if you agree to the other scans, you may not receive them if your study and treating doctors decide it is in your best interest or if time becomes an issue.
† It is important to the study to make sure you have completed the first two FDG-PET/CT scans—one before you start any treatment and the second after your first cycle of chemotherapy. 
HOW LONG WILL I BE IN THE STUDY?

We expect that you will be an active participant for about 6 months/24 weeks while you receive chemotherapy.  You will then need to see your regular doctor(s) for follow-up visits as he/she recommends.  

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

The study doctor may decide to take you off this study if your cancer gets worse or if the side effects of the cancer treatment are very serious.  The study doctor may also take you off if new information becomes available that suggests that participating in this study will be unsafe for you.  It is unlikely, but the study may also be stopped early due to lack of funding or participation.

WHAT SIDE EFFECTS OR RISKS CAN I EXPECT FROM BEING IN THE STUDY?

In addition to the side effects of your chemotherapy treatment, you may have side effects while on the study.  Everyone taking part in the study will be watched carefully for any side effects.  However, doctors 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 the FDG-PET/CT scan.  In some cases, side effects can be serious, long lasting or may never go away.

Risks Associated with Radiation Exposure from FDG-PET/CT and CT Scans:

<<Each site may need to modify this section to quote the correct CT dosimetry for its own PET/CT and CT scanners in accordance with its own institutional policies and procedures. This section may necessitate further revision if three (3) FDG-PET/CTs (i.e., one [1] more than presented in the radiation exposure details below) must be conducted for research purposes.>>

This research study involves a maximum exposure to radiation from 2 FDG-PET/CT scans and 3 volumetric CT scans. [Note that if the first FDG-PET/CT has to be repeated for research, then the number of FDG-PET/CT scans may increase to three (3).]  The radiation exposure you will receive from each FDG-PET/CT scan is equal to a uniform whole-body exposure of approximately 14 mSv (a measure of radiation exposure), with approximately 11 mSv from the injected radioactive FDG and 3 mSv from the CT component.  The radiation exposure you will receive from each volumetric CT scan is equal to a uniform whole-body exposure of approximately 6 mSv.  The total radiation exposure from all of these procedures is 46 mSv.  This is about 92% of the allowable annual dose of 50 mSv for radiation workers (for example, x-ray technicians).  The risk from this level of radiation exposure is too small to be measured and is small when compared with other everyday risks.
If you would like more information about radiation exposure associated with the PET and CT scans, please speak with your study doctor.

Other Risks Associated with PET Scans and Injection of FDG: 

Less Likely
Discomfort from lying still on the enclosed scanning table

Bruising or bleeding at the site of injection of FDG

Infection at the site of injection of FDG

Rare 
An allergic-type or other adverse reaction to the radioactive drug (FDG) has not been documented so far, but cannot be entirely excluded.
Other Risks Associated with CT Scans:  

Rare

Malfunction of worn or implanted electronic medical devices. If you wear or have electronic medical devices implanted, such as a pacemaker or a drug pump, please make sure you tell your study doctors and research staff.  It was recently reported by the FDA that the CT scan may cause the malfunction of electronic medical devices.  

Reproductive Risks: 

Because the radiation from PET scans or CT scans can damage an unborn baby, you should not become pregnant or father a baby while on this study.  (The risks of fetal injury, however, are far greater from the chemotherapy that will be used to treat your cancer.)  These days, some doctors tell PET scan patients that they should not have close contact with pregnant women, babies and young children for a few hours after their scan.  If you are breast feeding, you have to express enough milk beforehand to get your baby through the first 6 hours after the scan.  This is not because there will be radiation in the milk.  It is because the mother should not be holding the baby closely during the time the radiation is in her body.  Some doctors recommend you get someone else to feed the baby for 24 hours, although it is safe for you to express more milk for those feeds from 6 hours after the scan.  It is important you understand that you need to use birth control while on this study.  Ask your study doctor about what kind of birth control methods to use and how long to use them.  If you are a woman who can become pregnant, you must agree to a pregnancy test (blood test) before starting chemotherapy treatment, and later on if your physician considers it necessary.

ARE THERE BENEFITS TO TAKING PART IN THE STUDY? 

If you agree to take part in this study, your study doctor(s) may learn more information from the FDG-PET/CT scans about how best to treat your cancer and whether the chemotherapy treatment is working in fighting your cancer.  Please discuss with your regular doctor the findings from the scans being completed and the information that is available to you at that time.  Taking part in this study may or may not make your health better.  The information from this study will help your study doctors learn whether FDG-PET and the FDG-PET/CT scans will help identify cancer that has spread to your lungs.  This knowledge will help doctors decide on the best treatment for patients with lung cancer.  In some participants, a change in treatment may better treat your lung cancer. 

WHAT OTHER CHOICES DO I HAVE IF I DO NOT TAKE PART IN THIS STUDY?
You may choose to not participate in this study.  You could have PET/CT scans done without participating in this study.  Please talk to your regular doctor about this and other options.

WILL MY MEDICAL INFORMATION BE KEPT PRIVATE?
We will do our best to make sure that the personal information in your medical record will be kept private.  However, we cannot guarantee total privacy.  Records of your participation in this study, your progress, and images submitted (such as FDG-PET/CT scan or CT scan) while you are 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.  Your personal information may be given out if required by law.

Authorized representatives of ACRIN, Center for Statistical Sciences at Brown University, 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 inspect and/or copy both your medical and research records due to your participation in this study.  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 such that you cannot be identified.

Your research records and images will be kept permanently on file at ACRIN and may be used for future research.  All personal identifiers are removed and replaced with a unique identifying number.  The research that may be done with the information will not specifically help you.  But, it might help people who have cancer and other diseases in the future.
WHAT ARE THE COSTS OF TAKING PART IN THIS STUDY? 

Taking part in this study may lead to added costs to you or your insurance company.  FDG-PET/CT scans for lung cancer are usually covered by most insurance companies, but this is not guaranteed.  Please ask your study doctor(s) about any expected added costs or insurance problems.

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

WHAT HAPPENS IF I AM INJURED BECAUSE I TOOK PART IN THIS STUDY?

It is important that you tell your study doctor, <<insert name>>, 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 <<insert 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.

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, <<insert name>>, at <<insert telephone number>>.

For questions about your rights while taking part in this study call the <<insert name IRB contact person>> at <<insert name of the IRB>> Institutional Review Board (a group of people who review the research to protect your rights) at <<insert 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.

Visit the NCI’s Web sites for clinical trials information http://cancertrials.nci.nih.gov, or for cancer information visit http://cancernet.nci.nih.gov.  ACRIN’s Web site is www.acrin.org.
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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 also have had the opportunity to take this consent form home for review or discussion if you want to.  A copy of the signed consent will be given to you.


____



Signature of Participant (or Legal Representative)
Date

<Insert other signature and date lines as appropriate per local IRB policies and procedures>
Informed Consent Form Template for Group C
ACRIN 6678

FDG-PET/CT as a Predictive Marker of Tumor Response and Patient Outcome: Prospective Validation in Non-small Cell Lung Cancer

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.

If you want more information about participating in clinical trials, ask your study doctor for the National Cancer Institute (NCI) booklet Taking Part in Cancer Treatment Research Studies.  Also, you can learn more about clinical trials at http://cancertrials.nci.nih.gov or by calling the NCI’s help line at 1-800-4-cancer (1-800-422-6237 or TTY: 1-800-332-8615)

You are being asked to take part in this study because you have advanced lung cancer.  This clinical trial for advanced lung cancer involves FDG-PET/CT scans.   
WHY IS THIS STUDY BEING DONE? 
The purpose of this study is to determine if FDG-PET/CT scans can help doctors decide if chemotherapy is working to control your lung cancer.  Before FDG-PET/CT can be used for this purpose it is necessary to know how stable (reproducible) FDG-PET/CT measurements of tumor metabolism are. Therefore the purpose of this study is to determine by how much the results of FDG-PET/CT scans differ when scans are performed at 2 different visits up to 1 week apart. 

PET stands for Positron Emission Tomography and CT stands for Computed Tomography.  PET/CT is a novel imaging technology that combines two imaging modalities (PET images and CT images) into one image.  

About FDG-PET Scan

PET is a nuclear medicine medical imaging technique that produces a 3-D image of functional processes in the body.  

About CT Scan

A CT scanner is a special kind of X-ray machine.  Instead of sending out a single X-ray through your body as with ordinary X-rays, several beams are sent simultaneously from different angles.  The computer processes the results, displaying them as a two-dimensional picture shown on a monitor.  

About FDG-PET/CT Scan

Many PET scanners also include a CT scanner.  This allows images of both anatomy (CT) and function (PET) to be taken during the same examination.  The FDG-PET/CT scan has the benefit of combining the PET scan information about cell function with the CT scan information about the size and shape of abnormal cells.  Alone, each test has its limitations but when the results of the scans are fused together they provide the most complete information on cancer cell function and location.  

HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?
Up to 57 people will take part in study Group C, and up to 285 people will participate in all three study groups.
WHAT WILL HAPPEN IF I TAKE PART IN THIS RESEARCH STUDY?

If you agree to take part in this study:

Standard medical procedures that are part of regular cancer care and would probably be done even if you do not join the study: 

· Chemotherapy (cancer fighting drugs) through a vein in your arm

· Radiation therapy

· Diagnostic CT scan

· Physical examination

· Pregnancy test (if applicable) 

Standard medical procedures that are being done specifically because you are in this study (These may or may not be done if you were not in this study):

· PET/CT scan with FDG

· CT scan without contrast

You will be asked to have two (2) FDG-PET/CT scans (1 to 7 days apart) and two (2) other CT scans (also 1 to 7 days apart) before you begin your cancer treatment. Your study doctor will try to take imaging scans on the same day as possible, or on days when you are already scheduled to be at the facility for care. You may not receive the two (2) pre-treatment CT scans if your study and treating doctors decide it is in your best interest or if time becomes an issue. If you have already had an FDG-PET/CT scan before agreeing to participate in this clinical trial, it is possible that scan may be used as the first one for the trial. You will continue to see and follow up with your regular doctor.  

[ADD THIS PARAGRAPH AS A GUIDE IF A PREVIOUSLY PERFORMED BASELINE FDG-PET/CT SCAN NEEDS TO BE REPEATED AS A RESEARCH PROCEDURE.] In order to participate in this research project, the FDG-PET/CT scans done before and after treatment must be obtained on the same scanner with a specific technique. The FDG-PET/CT scans must also be done within the timeframe outlined for this trial. Although you had a previous FDG-PET/CT scan, it cannot be used for this trial, because it was done at another hospital or imaging facility, or was done with a technique different from that required by the research protocol, or is outside the timing needed for this protocol.  Thus, if you would like to participate in this research project, funds are available to repeat your FDG-PET/CT scan at INSERT INSTITUTION NAME.  The PET scan would be performed exactly as described in the consent form for the trial but would be specifically for research purposes, and would not be charged to you or your insurance company.

Preparation for a PET/CT Scan:  Before each FDG-PET/CT scan, do not eat for 4 to 6 hours before your appointment time and drink only water.  You will be given details of what to do to prepare for your PET/CT scan.  

During the Exam:  On the day of your FDG-PET/CT scan, you first will be given an injection of a small amount of a radioactive drug/tracer (a chemical similar to sugar which is called FDG) into a vein in your arm or hand.  The amount of radiation is very small, no more than what you would have during a normal x-ray.  It only stays in your body for a few hours.  The FDG will travel to particular parts of your body.  It travels to places where glucose is used for energy.  It can show cancer because the cancer cells use glucose in a different way from normal tissue.  

The PET/CT scanner is a large machine with a hole in the middle.  It looks like a donut with a table in the middle.  Approximately 50-70 minutes after the injection of FDG, you will be asked to go to the bathroom (urinate) and then lie on a partially enclosed scanning table.  The table will slide into the machine.  You will be asked to remain still during the scan.  You will hear buzzing or clicking sounds during the scan.  You will need to lie still for about 20-60 minutes before coming off of the scanning table.  

The size of the opening is 27 to 30 inches.  How much space you feel you have around you will depend on your body size and the scanner.  If you feel any anxiety over being in enclosed spaces, let your study doctor know.  A mild sedative may be used to help you feel more comfortable during the exam.  

Time Required:  The entire FDG-PET/CT scan procedure is expected to take about 2 hours.

Once you have had your FDG-PET/CT scan(s), you may receive treatment.  The treatment that you will be getting is not a part of this study.  It will be the usual treatment for your kind of cancer.  You and your regular doctor will decide what treatments you will get, if any.  You are consenting to two (2) FDG-PET/CT scans (1 to 7 days apart) and two (2) other CT scans (also 1 to 7 days apart) before you begin your cancer treatment. However, the two (2) other CT scans are optional. You may not undergo all of these scans, depending on what you and your study and treating doctors decide is in your best interest. The scans will be done exactly the same way as described above.    

You will see your regular doctor at regular intervals according to her/his recommendations and usual practice. Information gathered by your regular doctor as part of your normal follow-up visits will be given to your study doctor(s) so they can find out more about your health.  Your follow-up care will be decided between you and your regular doctor.
Study Chart

What you do if you are in Group C:

	At Registration/ Baseline Visit
	· Sign an informed consent form (ICF);

· Have a physical examination;

· Have a pregnancy test, if applicable;

· Provide medical history.

	Visit C1:  Pre-Treatment Imaging Visit
	· Follow instructions provided at Registration/Baseline Visit in preparation for the FDG-PET/CT;

· Have a blood sugar test before the FDG injection;

· Have a CT scan (may not be the same day as the FDG-PET/CT—ask your study doctor about what works best for you)*;

· Have a FDG-PET/CT scan†.

	Visit C2: Pre-Treatment Imaging Visit, More Than 24 Hours Between Imaging Scans, But Within 7 Days of Visit C1
	· Follow instructions provided at Registration/Baseline Visit in preparation for the FDG-PET/CT;

· Have a blood sugar test before the FDG injection;

· Have a CT scan (may not be the same day as the FDG-PET/CT—ask your study doctor about what works best for you)*;

· Have a FDG-PET/CT scan†.

	Clinical Follow-up Visits 
	· Have a physical examination, at time intervals based on the recommendations and standard practice of your regular doctor.


In most cases, you will have the FDG-PET/CT and CT scans on the same imaging device and during the same imaging session.  You do not have to make separate appointments for the FDG-PET/CT and the CT scans.  However, some FDG-PET/CT devices may not be able to take CT images meeting the special requirements for this research study.  In this case, you will be asked to have the CT scan done on a separate scanner and possibly on a separate day. 
*Even if you agree to the CT scans, you may not receive them if your study and treating doctors decide it is in your best interest or if time becomes an issue.
† It is important to the study to make sure you have completed the two FDG-PET/CT scans before you start any treatment. 
HOW LONG WILL I BE IN THE STUDY?

We expect that you will be an active participant for up to 1 week before you receive treatment.  You will then need to see your regular doctor(s) for follow-up visits as he/she recommends.  

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

The study doctor may decide to take you off this study if your cancer gets worse.  The study doctor may also take you off if new information becomes available that suggests that participating in this study will be unsafe for you.  It is unlikely, but the study may also be stopped early due to lack of funding or participation.

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, doctors 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 the FDG-PET/CT scan.  In some cases, side effects can be serious, long lasting or may never go away.

Risks Associated with Radiation Exposure from FDG-PET/CT Scans:

<<Each site may need to modify this section to quote the correct CT dosimetry for its own PET/CT and CT scanners in accordance with its own institutional policies and procedures. This section may necessitate further revision if two (2) FDG-PET/CTs (i.e., one [1] more than presented in the radiation exposure details below) must be conducted for research purposes.>>

This research study involves a maximum exposure to radiation from 1 FDG-PET/CT scans and 2 volumetric CT scans. [Note that if the first FDG-PET/CT has to be repeated for research, then the number of FDG-PET/CT scans will increase to two (2).]  The radiation exposure you will receive from each FDG-PET/CT scan is equal to a uniform whole-body exposure of approximately 14 mSv (a measure of radiation exposure), with approximately 11 mSv from the injected radioactive FDG and 3 mSv from the CT component.  The radiation exposure you will receive from each volumetric CT scan is equal to a uniform whole-body exposure of approximately 6 mSv.  The total radiation exposure from all of these procedures is 24 mSv.  This is about 48% of the allowable annual dose of 50 mSv for radiation workers (for example, x-ray technicians).  The risk from this level of radiation exposure is too small to be measured and is small when compared with other everyday risks.
If you would like more information about radiation exposure associated with the PET and CT scans, please speak with your study doctor.

Other Risks Associated with PET Scans and Injection of FDG: 

Less Likely
Discomfort from lying still on the enclosed scanning table

Bruising or bleeding at the site of injection of FDG

Infection at the site of injection of FDG

Rare 
An allergic-type or other adverse reaction to the radioactive drug (FDG) has not been documented so far, but cannot be entirely excluded.
Other Risks Associated with CT Scans:  

Rare

Malfunction of worn or implanted electronic medical devices. If you wear or have electronic medical devices implanted, such as a pacemaker or a drug pump, please make sure you tell your study doctors and research staff.  It was recently reported by the FDA that the CT scan may cause the malfunction of electronic medical devices.  

Reproductive Risks: 

Because the radiation from PET scans or CT scans can damage an unborn baby, you should not become pregnant or father a baby while on this study.  (The risks of fetal injury, however, are far greater from the chemotherapy that will be used to treat your cancer.)  These days, some doctors tell PET scan patients that they should not have close contact with pregnant women, babies and young children for a few hours after their scan.  If you are breast feeding, you have to express enough milk beforehand to get your baby through the first 6 hours after the scan.  This is not because there will be radiation in the milk.  It is because the mother should not be holding the baby closely during the time the radiation is in her body.  Some doctors recommend you get someone else to feed the baby for 24 hours, although it is safe for you to express more milk for those feeds from 6 hours after the scan.  It is important you understand that you need to use birth control while on this study.  Ask your study doctor about what kind of birth control methods to use and how long to use them.  If you are a woman who can become pregnant, you must agree to a pregnancy test (blood test) before starting chemotherapy treatment, and later on if your physician considers it necessary.

ARE THERE BENEFITS TO TAKING PART IN THE STUDY? 

If you agree to take part in this study, your study doctor(s) may learn more information from the FDG-PET/CT scans and how they change or stay the same within 1 week of each scan.  Please discuss with your regular doctor the findings from the scans being completed and the information that is available to you at that time.  Taking part in this study may or may not make your health better.  This knowledge will help doctors decide on the best treatment for patients with lung cancer.  

WHAT OTHER CHOICES DO I HAVE IF I DO NOT TAKE PART IN THIS STUDY?
You may choose to not participate in this study.  You could have PET/CT scans done without participating in this study.  Please talk to your regular doctor about this and other options.

WILL MY MEDICAL INFORMATION BE KEPT PRIVATE?
We will do our best to make sure that the personal information in your medical record will be kept private.  However, we cannot guarantee total privacy.  Records of your participation on this study, your progress, and images submitted (such as FDG-PET/CT scan or CT scan) while you are 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.  Your personal information may be given out if required by law.

Authorized representatives of ACRIN, Center for Statistical Sciences at Brown University, 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 inspect and/or copy both your medical and research records due to your participation in this study.  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 such that you cannot be identified.

Your research records and images will be kept permanently on file at ACRIN and may be used for future research.  All personal identifiers are removed and replaced with a unique identifying number.  The research that may be done with the information will not specifically help you.  But, it might help people who have cancer and other diseases in the future.
WHAT ARE THE COSTS OF TAKING PART IN THIS STUDY? 

Taking part in this study may lead to added costs to you or your insurance company.  FDG-PET/CT scans for lung cancer are usually covered by most insurance companies, but this is not guaranteed.  Please ask your study doctor(s) about any expected added costs or insurance problems.

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

WHAT HAPPENS IF I AM INJURED BECAUSE I TOOK PART IN THIS STUDY?

It is important that you tell your study doctor, <<insert name>>, 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 <<insert 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.

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, <<insert name>>, at <<insert telephone number>>.

For questions about your rights while taking part in this study call the <<insert name IRB contact person>> at <<insert name of the IRB>> Institutional Review Board (a group of people who review the research to protect your rights) at <<insert 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.

Visit the NCI’s Web sites for clinical trials information http://cancertrials.nci.nih.gov, or for cancer information visit http://cancernet.nci.nih.gov.  ACRIN’s Web site is www.acrin.org.
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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 also have had the opportunity to take this consent form home for review or discussion if you want to.  A copy of the signed consent will be given to you.
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