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APPENDIX I

ACRIN 6673
SAMPLE CONSENT FOR RESEARCH STUDY

STUDY TITLE:  

MULTICENTER FEASIBILITY STUDY OF PERCUTANEOUS RADIOFREQUENCY ABLATION OF HEPATOCELLULAR CARCINOMA IN CIRRHOTIC PATIENTS

[Note:  ACRIN does not monitor compliance with the Health Insurance Portability and Accountability Act (HIPAA); that is the responsibility of local IRBs.  Local IRBs may choose to combine the authorization elements in the informed consent.  Information on ACRIN’s HIPAA policy, as well as a template for HIPAA authorization, can be found at www.acrin.org.]

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

You are being asked to be in this study because you have liver cancer.

WHY IS THIS STUDY BEING DONE?

The purpose of this study is to find out what effects (good and bad) the procedure, radiofrequency ablation, has on you and your cancer.  

Radiofrequency Ablation is a procedure that uses electrical energy to create radiofrequency waves that produce heat in tissues and can therefore destroy cells, both cancer and normal cells.  The procedure involves placing a special needle (electrode) into the tumor under guidance by CT, ultrasound or sometimes magnetic resonance imaging (MRI). This electrode is then heated to a sufficiently high temperature that cells can be destroyed.  Small masses may be destroyed in one treatment but larger ones may require several placements of the needle (electrode).  Each heating cycle takes about 12 minutes. The entire procedure may take about 1 to 3 hours.  This procedure may be repeated if the cancer re-grows.
This research is being done to see if radiofrequency ablation is able to kill the cancer that is in your liver.

HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?

About 40 people with certain type of liver cancer will be asked to take part in this study.  
What will happen if I take part in this research study?

Before you begin the study … 

Your study doctor will determine whether or not you are eligible by reviewing your prior medical history and chest and abdominal CT or abdominal MRI scan.  In addition, you will need to have the following exams, tests or procedures to find out if you can be in the study.  These exams, tests or procedures are part of regular cancer care and may be done even if you do not join the study.  If you have had some of them recently, they may not need to be repeated.  This will be up to your study doctor.

· Ultrasound, if your study doctor will use ultrasound during your RFA treatment;
· Medical history;
· Laboratory tests;
· Pregnancy blood test, if you are a female;
· Chest and abdominal CT or abdominal MRI scan, only if your prior CT scans are not appropriate;
· Performance status on the Zubrod Performance Scale;
· EKG.
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 need the following tests and procedures.  They are part of regular cancer care. 
· Physical examination;
· Laboratory tests;
· EKG;
· Biopsies.
You will need these tests and procedures that are part of regular cancer care.   They are being done more often because you are in this study.  

· Laboratory tests;
· RFA treatment, especially if the cancer cells re-grow;
· Abdominal CT scan.
You will need these tests and procedures that are either being tested in this study or being done to see how the study is affecting your body.

· General anesthesia, conscious sedation or local sedation with your RFA treatment;
· I.V. contrast material solution with the necessary CT scans;
· RFA ablation treatment;
· Ultrasound, CT, or MR during the RFA treatment to help your study doctor with the RFA treatment;
When you are finished with your RFA treatment, you will have a CT scan of your liver either during your recovery or within one (1) week after the initial ablation.  If you do not have the liver CT scan completed during your recovery, you will be asked to come back within the first week to have your liver scanned.

After your RFA treatment, a study staff will call you on the phone to see how you are doing at the following times:

· Day 1;
· Week 1;
· 1 Month;
· 3 Months.
You will need to come back for the following tests and procedures every 3 months for up to 18 months:

· Laboratory tests;

· Abdominal CT scan.
If you need to have a repeat ablation treatment, you will need to have the following tests and procedures:

· Laboratory tests;

· Pregnancy blood test, if appropriate;

· Abdominal CT scan.

If any tumor is found in your liver on the CT scan after the first treatment, the tumor may be treated again as part of this study.  Repeat ablation may occur for approximately 15 months following your first RFA treatment if your study doctor feels that it would be in your best interest.  The study staff will also contact you at the above-mentioned time periods after each repeat RFA treatment.

Study Chart 

What you do:

	​Within 2 Weeks before the RFA treatment
	· Get chest and abdominal CT and/or abdominal MRI scans, if it was determined necessary;

· At least 7 days before the RFA, stop using any aspirin and non-steroidal anti-inflammatory, low molecular weight heparin or antiplatelet medications;

· Get routine blood tests;

· Get an ultrasound, if your study doctor is using ultrasound during your treatment;

· Get a tumor biopsy, if necessary;
· Get a physical examination;

· Get an EKG;

· Within 24-hours prior to RFA, get a pregnancy blood test, if appropriate.

	Day of RFA treatment
	· Check-in at out-patient registration or be admitted to the hospital;

· Get an RFA treatment;

· Get routine blood tests after the RFA treatment;

· Get an abdominal CT.

	Day 1
	· Telephone contact from study staff.

	Week 1
	· Abdominal CT, if not completed on the day of RFA recovery;

· Telephone contact from study staff.

	Month 1
	· Telephone contact from study staff.

	Month 3
	· Get routine blood tests and tumor blood test (within 1 week before the abdominal CT);

· Get an abdominal CT;

· Telephone contact from study staff.

	Month 6
	· Get tumor blood test (within 1 week before the abdominal CT);
· Get an abdominal CT. 

	Month 9
	· Get tumor blood test (within 1 week before the abdominal CT);
· Get an abdominal CT. 

	Month 12
	· Get tumor blood test (within 1 week before the abdominal CT);
· Get an abdominal CT.  

	Month 15
	· Get tumor blood test (within 1 week before the abdominal CT);
· Get an abdominal CT. 

	Month 18
	· Get tumor blood test (within 1 week before the abdominal CT);
· Get an abdominal and chest CT. 


Repeat RFA treatments:
What you do:

	Within 1 Week before the Repeat RFA treatment
	· Get routine blood tests.

	Day of Repeat RFA treatment
	· Get a pregnancy blood test, if appropriate within 24-hours of the RFA;
· Check-in at out-patient registration or be admitted to the hospital;

· Get routine CT scans, sonograms or MRIs; 
· Get repeat RFA.

	After ablation
	· Get abdominal CT during recovery or within 1 week, if necessary;

· Get routine blood tests;

· Telephone contact by study staff at Day 1, Week 1, Month 1, and Month 3;
· Continue with CT scans every 3-month from the initial ablation.


Radiofrequency Ablation Procedure

The Radiofrequency Ablation will be done as an outpatient or overnight inpatient procedure at your institution.  Your doctor will discuss with you how your cancer will be treated, depending on its size, location, and your symptoms.
On the day of your radiofrequency treatment, a needle will be inserted into one of your arm veins and attached to a tube.  You will be given sedation and medicines through your I.V. to lessen any pain you may have during the procedure.  We will connect you to a machine to constantly monitor your pulse and blood pressure.

You will be required to lie still on your back or on your side for approximately 1-3 hours during the treatment.  During this time, the following procedures will be done:

· Adhesive ground pads, used to disperse the radiofrequency waves will be placed on your thighs.

· A CT scan machine (a specialized X-ray machine that takes computerized images of the body), an MRI (a specialized magnet that takes computerized images of the body) or an ultrasound may be used to see and find your tumor(s). 

· At the site of your cancer, your skin will be cleaned and draped with sterile towels and sheets to lower the chance of an infection. 

· You may be given injections of a “numbing” medicine at the place where the needle goes in to lessen any pain you may have with the needle placement, if general anesthesia is given. 

· If the tumor in your liver has not been biopsied, it may need to be biopsied using a needle just prior to the ablation

· With CT scan, MRI or ultrasound guidance, a needle electrode will be placed directly into the cancer.  

· The needle electrode will be attached to a radiofrequency electrical box.  The cancer will be treated with radiofrequency waves for 12 minutes. A large cancer tumor may need more than one 12 minute treatment, so additional 12 minute ablations will be done until the tumor is completely burned.  It will take 1 to 3 hours to finish the procedure, depending upon how many tumors in your liver are being treated and the size of each tumor.

After the radiofrequency treatment is completed, you will be kept in the hospital for 4-6 hours for observation or you may be required to stay in the hospital for one night. You will be monitored for pain and recovery from the sedation that you received during the procedure. After about 4-6 hours and it has been determined that you have recovered from the sedation, you may be allowed to leave the hospital.  If you have significant side-effects from the procedure you may be admitted overnight for observation if your study doctor decides it is better for you.  Immediately following the procedure or within one week, an abdominal CT scan will be done to see the effect of the ablation.

HOW LONG WILL I BE IN THE STUDY?

You will be in the study for about three (3) years. Your follow-up appointments will be every three months for a total of eighteen (18) months after the first radiofrequency ablation procedure was performed.
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 your study doctor if you are thinking about stopping so any risks from the RFA treatment can be evaluated by your doctor.  Another reason to tell your doctor that you are thinking about stopping is to discuss what follow-up care and testing could be most helpful for you.

Your 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 your condition worsens; if you do not follow the study rules; if new information becomes available and this information suggests the treatment will be ineffective or unsafe for you; or if the study is stopped.  It is unlikely, but the study may be stopped due to lack of funding or participation.
WHAT SIDE EFFECTS OR RISKS CAN I EXPECT FROM BEING IN THIS 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.  Medications may be given to make side effects less serious and uncomfortable. Many side effects go away shortly after the radiofrequency is stopped, but in some cases side effects can be serious, long lasting, or may never go away. 

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

Radiofrequency Ablation Treatment: 

The following risks are likely to occur:

· Pain at the injection and ablation sites as well as in your right shoulder, chest, or abdomen. “Numbing” medicine may be used around the area to be treated. I.V. and oral medicines will be used for additional pain control. After you go home oral pain medications may be used to treat for any continuing pain. 
· Nausea and vomiting immediately following the treatment.  You may be given medicine in the IV or by mouth to help control this.

The following risks rarely occur:


· Infection related to the needle and ablation site. An immediate infection is very uncommon; however, a delayed infection of the ablated tumor(s) may develop 2-4 weeks after the treatment in less than 3% of patients. If an infection occurs you will be given antibiotics or a drainage tube may need to be placed in the infected tissue in your liver.
· Tissue damage related to the ablation needle placement. Tissue damage, nerve damage, or damage to organs near the liver is lowered by using image (CT, MRI ,or sonogram) guidance to ensure that the needle and RF electrode are in the correct position. 

· Ground pad burn is a rare complication caused by a “hot spot” under the pads used to disperse the radiofrequency waves.

· Tumor seeding (cancer cells growing in the place where the needle is inserted and removed) is a rare complication, which may occur when the needle electrode is removed from the tumor. 

· Post-ablation syndrome occurs in about 30% of patients.  This may include fever, fatigue (tiredness), and pain in the joints 3 to 5 days after the treatment and may last 5 to 10 days. It is usually treated by taking over the counter pain medications such as acetaminophen or ibuprophen.
· Other risks, which are rare, include cardiac arrest (sudden stopping of the heart), renal failure (kidneys stop working), peritonitis (inflammation of the lining of the wall of the abdomen and pelvis), pneumothorax (air around the lungs), bleeding, and a significant drop in blood pressure.
Sedation:
· Rare: Allergic reaction to the anesthesia, adverse interaction with other medications, suppression of airway reflexes, cardiovascular decompensation, reduction of gross motor skills, and death.

Radiation:

· You will be exposed to radiation in this research study.  

· The amount of radiation you will receive has a low risk of harmful effects.

· The risk from radiation exposure is equivalent or slightly more than the exposure from a x-ray of your chest or belly. 
· Radiation dose from a CT scan (100-300 mrem), which is less than or equal to the average annual dose from natural sources of radiation (300 mrem).
Laboratory Tests:

Your blood will be drawn from a vein in your arm by a needle at the time-points the table above indicates.

Likely: 
· Discomfort when the needle is placed in your vein.

Less Likely: 

· Bruising or bleeding at the site of the blood draw.

· Dizziness and hyperventilation.

Rare: 

· Loss of consciousness due to sudden fall of blood pressure.

· Infection at the site of the blood draw. 
Reproductive Risk:

This study may be harmful to an unborn child.  There is not enough medical information to know what the risks might be to an unborn child in a woman who takes part in this study.  Women who can become pregnant must have a negative pregnancy test before taking part in this study.  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 each RFA treatment.  You will be told the results of the pregnancy test.  If the pregnancy test shows that you are pregnant, you will not be able to take part in the study.
For more information about risks and side effects, ask your study doctor.

ARE THERE BENEFITS TO TAKING PART IN THE STUDY?

Taking part in this study may or may not make your health better.   While doctors hope RFA treatment will be useful against liver cancer, there is no proof of this yet.  We do know that the information from this study will help doctors learn more about RFA treatment as a treatment for liver cancer and benefit other patients with liver cancer in the future.

WHAT OTHER OPTIONS ARE THERE?

You may choose to not participate in this study.  Other treatments that could be considered for your condition, if you choose not to participate, may include the following: (1) chemotherapy, (2) chemoembolization: (3) cryoablation, (4) radiation therapy, or (5) no treatment except medication to make you feel better. These treatments could be given alone or in combination with each other. 

Your doctor can tell you more and the possible benefits of the different available treatments.  If you decide to participate in this study, you will not be allowed to have any of the above-mentioned treatments while you are on the study.  Please talk to your doctor about your choices before you decide if you will take part in this study.  
Will my medical information be kept private?
We will do our best to make sure that the personal information in your medical record will be kept private.  However, we cannot guarantee total privacy.  Your personal information may be given out if required by law.  If information from this study is published or presented at scientific meetings, your name and other personal information will not be used. 

Records of your progress while on the study will be kept in a confidential form at this institution and in a computer file at the headquarters of the American College of Radiology Imaging Network (ACRIN).  Copies of your CT films will be permanently kept on file at ACRIN.  This information will be used for research purposes only.  All identifying information will be taken off of the films to maintain confidentiality.  Research studies may be conducted on other aspects of the data collected during the study.  At this time it is not known what type of studies may be conducted.  Some possibilities may be issues affecting patient care or future studies of a medical or non-medical nature.  

I agree to the use of my medical records/data/images for other research studies.

 FORMCHECKBOX 
 YES: INITIALS _____________    FORMCHECKBOX 
 NO: INITIALS _____________            

Organizations that may look at and/or copy your medical records for research, quality assurance, and data analysis include:

· The National Cancer Institute (NCI) and other government agencies, like the Food and Drug Administration (FDA), involved in keeping research safe for people.
· A Data Safety and Monitoring Board, an independent group of experts, may be reviewing the data from this research throughout the study. 

· Other groups or organizations that have a role in this study.  
If you have a biopsy, your pathology slides will be requested for the study.  The slides will be sent for review to pathologists at the University of Florida and then returned to this institution. 
WHAT ARE THE COSTS OF TAKING PART IN THIS STUDY?

You and/or your health plan/insurance company will need to pay for some or all of the costs of treating your cancer in this study.  Please ask about any expected added costs or insurance problems.  Some health plans will not pay these costs for people taking part in studies.  Check with your health plan or insurance company to find out what they will pay for.  Taking part in this study may or may not cost your insurance company more than the cost of getting regular cancer treatment. 

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

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

Another way to get the information is to call 1-800-4-CANCER (1-800-422-6237) and ask them to send you a free copy.
What happens if I am injured because I took part in this study?

It is important that you tell your study doctor, __________________ [investigator’s name(s)], if you feel that you have been injured because of taking part in this study.  You can tell the doctor in person or call him/her at __________________ [telephone number].
You will receive emergency medical treatment in the case of injury or illness resulting from this study at the usual charge.  No funds have been set aside to compensate you in the event of injury.  You or your insurance company will be charged for continuing medical care and/or hospitalization.

WHAT ARE MY RIGHTS 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, welfare, or your willingness to continue in the study.

In the case of injury resulting from this study, you do not lose any of your legal rights to seek payment by signing this form.

WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

(This section must be completed)

You can talk to your study doctor about any questions or concerns you have about this study.  Contact your study doctor __________________ [investigator’s name(s)] at __________________ [telephone number].
For questions about your rights while taking part in this study, call the ________________________ [name of the institutions] Institutional Review Board (a group of people who review the research to protect your rights) at __________________ (telephone number).  (OHRP suggests that this person not be the investigator or anyone else directly involved with the research)

WHERE CAN I GET MORE INFORMATION?

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

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

You may also visit the NCI Web site at http://cancer.gov/ or the American College of Radiology Imaging Network’s website www.acrin.org.

· For NCI’s clinical trials information, go to: http://cancer.gov/clinicaltrials/
· For NCI’s general information about cancer, go to http://cancer.gov/cancerinfo/
You will get a signed copy of this form.   If you want more information about this study, ask your study doctor.
SIGNATURE

I have read all the above or it has been read to me. I have had the opportunity to ask questions.  I understand the information and have had my questions answered concerning areas I did not understand.    

I willingly give my consent to participate in this study.  Upon signing this form, I will receive a copy.  

Participant Signature (or legal Representative)
Date
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