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Title Can diffusion-weighted MRI replace exploratory laparoscopy in the assessment of peritoneal carcinomatosis from ovarian cancer?

Name of Co-ordinating Investigator – Dr Sinead Barry
Name of Principal Investigators- Dr Lewis Perrin. Dr Rino Olivotto
Name of Organization- Mater Health Services, South Brisbane
This Informed Consent Form has two parts:

· Information Sheet (to share information about the research with you)

· Certificate of Consent (for signatures if you agree to take part)

PART I: Information Sheet
Introduction

You are invited to take part in this research project being conducted at the Mater Hospital, We are aiming to include 140 patients with ovarian cancer. The study will assess whether an MRI scan can replace a keyhole surgery in assessing the degree of ovarian cancer that you have. 

It has been decided by your treating doctor that a laparoscopy (keyhole surgery) is required to assess your condition. We are offering you an MRI scan before surgery to see if the radiology doctor can predict accurately what the surgeon will see at the laparoscopy. 

Please read this information carefully. Ask questions about anything that you

don’t understand or want to know more about. Before deciding whether or not to take part, you might want to talk about it with a relative, friend or local doctor.

Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. You will receive the best possible care whether or not you take part. If you decide you want to take part in the research project, you will be asked to sign the consent section. By signing it you are telling us that you:

• Understand what you have read

• Consent to take part in the research project

• Consent to the tests and research that are described

• Consent to the use of your personal and health information as described.

You will be given a copy of this Participant Information and Consent Form to keep.
Purpose of the research
Currently we use a keyhole surgery (laparoscopic surgery) to assess if women with ovarian cancer are suitable for a more comprehensive ovarian cancer surgery. We are hoping to replace this smaller surgery with an MRI scan. This would avoid the need for the laparoscopic operation. This would avoid the need to have an extra general anesthetic. 
Participants in this study will not benefit directly, this study will benefit future women being diagnosed with ovarian cancer.
We are also going to collect your weight, height, age, medical history, chemotherapy history, smoking status. We would like to assess if these factors affect the usefulness of the MRI scan. 
Participant selection
All women over 18 years with a diagnosis of ovarian cancer will be offered participation in this study.
Voluntary Participation
Your participation in this research is entirely voluntary. It is your choice whether to participate or not. Whether you choose to participate or not, all the services you receive at this clinic will continue and nothing will change. If you choose not to participate in this research project, you will be offered the treatment that is routinely offered in this clinic/hospital for ovarian cancer. You may change your mind later and stop participating even if you agreed earlier.
Procedures and Protocol
The only change to standard care is the addition of an MRI scan.
The standard assessment of a patient with ovarian cancer involves a CT scan, blood tests, a biopsy and often a keyhole surgery to visualize the ovarian cancer in the tummy cavity. 

The CT scan is not as accurate as looking with our eyes at the keyhole surgery. We are hoping that MRI will be better than CT and may be as good as the keyhole surgery in assessing the cancer in the tummy. 
You will be asked to fast for 4 hours before the procedure. 
The MRI scan may take up to 60 minutes.  
You will change into a gown and a radiographer will discuss the scan with you and help you fill out a safety form and contrast (MRI dye) form. Please try to wear as little jewellery as possible. 
You will be given some fluid to drink by the radiographer to help show the stomach and bowel. The fluid is a little unpleasant but it isn’t terrible. 
You will have a cannula (“drip”) inserted into a vein in your arm to allow the administration of contrast and other medications. These medications are to slow the movement of your bowels for the duration of the imaging and provide a clearer picture of the bowel. The contrast is standard for this type of imaging. 

You will be given earplugs and earphones as the MRI scanner is noisy. You will be given a buzzer to alert the radiographer if you need to stop the scan for any reason. You may need to have an enema (fluid into the bowel via the back passage), however this is decided once the scan has started. 

At the end of the scan, the cannula will be removed and you will be allowed to leave after about 15 minutes. There is no discomfort associated with the MRI scan.  Your imaging will go to a radiologist for interpretation and your report will be sent to your referring doctor. Please do not stop any current medications or treatment, unless requested by your treating doctor. 
The only requirement is that you are happy to lie still in the MRI machine for up to one hour.
Duration 

The research takes place on one day which must be before surgery. It will be necessary for you to attend the radiology department at the Mater hospital for the scan. The scan will take up to 60 minutes.
Side Effects/Risks

MRI scan is associated with minimal risk. There is very low risk of contrast allergy. Minor reactions such as skin irritation can occur at a rate of about 1 in 1000 patients. More significant contract reactions are rare and occur at a rate of less than 1 in 10,000 scans. These can be treated with medication. This medication is easily available in the MRI department. The staffs there are very familiar with these types of reactions. 
There may be some mild discomfort associated with insertion of the iv cannula and with the rectal enema if it is required. This discomfort is minimal. This is identical to routine practice. 

Some patients find the MRI machine claustrophobic, if you are feeling overwhelmed, you can tell the radiographer and the scan can be stopped. We are happy to give you a light sedating medicine if you would like it. This will help with claustrophobia. If you take a sedating medicine, you should have someone drive you home. 
Some people cannot have an MRI. The contra-indications are listed below. 

· Patients who have a heart pacemaker may not have an MRI scan 

· Patients who have a metallic foreign body (metal sliver) in their eye, or who have an aneurysm clip in their brain, cannot have an MRI scan since the magnetic field may dislodge the metal 

· Patients with severe claustrophobia may not be able to tolerate an MRI scan, although more open scanners are now available, and medical sedation is available to make the test easier to tolerate 

· Patients who have had metallic devices placed in their back (such as pedicle screws or anterior interbody cages) can have an MRI scan, but the resolution of the scan is often severely hampered by the metal device and the spine is not well imaged. 

Benefits 

If you participate in this research, you will be helping us to find out if we can replace a keyhole surgery with an MRI scan. This may save other women with ovarian cancer from needing the keyhole surgery as part of their treatment which reduces the risks of infection, complications from general anesthesia and surgical risks (pain, bleeding, injury). We will be comparing a score given on your cancer at keyhole surgery with a score given by the radiologist on your MRI. We are trying to assess how similar these scores are. There is probably no direct benefit to you in taking part in the study but it will provide a great benefit to other women in the future.
Reimbursements
There is no financial remuneration for taking part in the study.
Confidentiality
The information that we collect from this research project will be kept confidential. Information about you that will be collected during the research will be put away and no-one but the researchers will be able to see it. Even if you decide to withdraw from the study we will collect your results as it is important for accurate research. It will be stored safely and will be confidential.
On all study forms, any clinical details relating to you will be identified by Study Number only.  Only the principal investigator and associate investigators will have access to your study numbers.  All forms will be completed by the Gynaecological Oncologist and radiologist attending to you.  All study forms will be collected by the principal investigator (SB) and stored in locked cabinets within the Department of Gynaecological Oncology.  Any electronic data files will be stored on a secure password protected computer in the Gynaecological Oncology office. Any publication or presentation of results will be such that your personal details are not identifiable.  Data will be stored for 15 years (as per protocol for clinical trials) and disposed of at the end of the study in a legal manner abiding by Mater Health information Services policy.

Sharing the Results

The knowledge that we get from doing this research will be shared with you before it is made widely available to the public. Confidential information will not be shared and your identity will not be disclosed.
Right to Refuse or Withdraw

You do not have to take part in this research if you do not wish to do so. You may also stop participating in the research at any time you choose. It is your choice and all of your rights will still be respected. Withdrawal from the study is your right and will not affect your care.
Alternatives to Participating

If you do not wish to take part in the research, you will be provided with the established standard treatment available at this hospital. You can also take part in other studies while in this study.
Could this research project be stopped unexpectedly?

We would not expect the study to be stopped prematurely as MRI scanning has very low risk. 
What will happen to information about me?

Any information obtained in connection with this research project that can identify you will

remain confidential. Your study data will be code so that your identity is not apparent . Only designated study staff will have access to your study data. All electronic data will be stored on a Mater Health computer with login, password and fire wall protection.

Your information will only be used for the purpose of this research project and it will only be

disclosed with your permission, except as required by law. It is the institution’s requirement for all study data to be kept for 15 years post completion date. It will not be used for any other research unless you have given further consent for this usage. After this the data will be destroyed. It is anticipated that the results of this research project will be published and/or presented in a variety of forums. In any publication and/or presentation, information will be provided in such a way that you cannot be identified, except with your permission.

Information about your participation in this research project will be recorded in your health

records. In accordance with relevant Australian and/or Queensland privacy and other relevant

laws, you have the right to request access to the information collected and stored by the

research team about you. You also have the right to request that any information with which you disagree be corrected. Please contact the research team member named at the end of this

document if you would like to access your information.

Any information obtained for the purpose of this research project that can identify you will be treated as confidential and securely stored. It will be disclosed only with your permission, or as required by law.
Questions
If you have any questions, queries or complints  as a result of this research project, you should contact the study team as soon as possible and you will be assisted with arranging appropriate medical treatment. If you are eligible for Medicare, you can receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital.
Who is organising and funding the research?

There is no funding for this research. No member of the research team will receive a personal

financial benefit from your involvement in this research project (other than their ordinary wages).
Who has reviewed the research project?

All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC). The ethical aspects of this research project  have been approved by the MML HREC of Mater Health Service.

This project will be carried out according to the National Statement on Ethical Conduct in

Human Research (2007). This statement has been developed to protect the interests of people

who agree to participate in human research studies.
Who to Contact
The person you may need to contact will depend on the nature of your query.

If you want any further information concerning this project or if you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact any of the following clinical people

Clinical contact:

Dr Sinead Barry
Tel: 07 3163 8111
This study has been reviewed and approved by the Mater Health Services Human Research Ethics Committee (MML HREC) (EC00332).  Should you wish to discuss the study in relation to your rights as a participant, or should you wish to make an independent complaint, you may contact the Coordinator or Chairperson, Human Research Ethics Committee, Mater Health Services Level 2 Aubigny Place, Raymond Terrace South Brisbane 4101 or telephone (07) 3163 1585 email: research.ethics@mmri.mater.org.au

PART II: Certificate of Consent

Title Can diffusion-weighted MRI replace exploratory laparoscopy in the assessment of peritoneal carcinomatosis from ovarian cancer?

Name of Co-ordinating Investigator – Dr Sinead Barry

Name of Principal Investigators- Dr Lewis Perrin. Dr Rino Olivotto
Name of Organization- Mater Health Services, South Brisbane
Protocol Number 001

Declaration by Participant
I have read the Participant Information Sheet or someone has read it to me in a language that I understand. I understand the purposes, procedures and risks of the research described in the project. I have had an opportunity to ask questions and I am satisfied with the answers I have received. I freely agree to participate in this research project as described and understand that I am free to withdraw at any time during the project without affecting my future health care.

I understand that I will be given a signed copy of this document to keep.

I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to Mater Hospital Brisbane concerning my condition and treatment for the purposes of this project. I understand that such information will remain confidential. I understand that, if I decide to discontinue the research project treatment a member of the research team may request my permission to obtain access to my medical records for collection
If you would like us to send a brief summary of the study results before it is published, please tick the box. 

Print Name of Participant__________________





Signature of Participant ___________________
Date ___________________________

Day/month/year

 


Statement by the researcher/person taking consent
I have accurately read out the information sheet to the potential participant, and to the best of my ability made sure that the participant understands.
I confirm that the participant was given an opportunity to ask questions about the study, and all the questions asked by the participant have been answered correctly and to the best of my ability. I confirm that the individual has not been coerced into giving consent, and the consent has been given freely and voluntarily. 
  

Print Name of Researcher/person taking the consent________________________




Signature of Researcher /person taking the consent__________________________
Date ___________________________



                 Day/month/year
Patient details
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