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Participant Information Sheet/Consent Form

Interventional Study - Adult providing own consent
Fiona Stanley Hospital
	Title

	A single-centre, open-label, phase I study to evaluate the diagnostic performance of 89Zirconium-labelled girentuximab (89Zr-TLX250) PET in Urothelial Cancer Patients (ZiPUP study)


	Short Title
	89Zr-TLX250 PET in Urothelial Cancer Patients

	Protocol Number
	5 21st October 2020

	Project Sponsor
	South Metropolitan Health Service (SMHS)

14 Barry Marshall Parade

Murdoch WA 6150

	Coordinating Principal Investigator/ Principal Investigator
	Professor Dickon Hayne

Perkins South, Fiona Stanley Hospital

102-118 Barry Marshall Parade

Murdoch WA 6150

	Associate Investigator(s)

	Dr. Pravin Viswambaram
Dr. Elizabeth Liow

A/Prof. Nat Lenzo

Dr. Richard Gauci

	Location 
	Fiona Stanley Hospital, Murdoch, WA 6150




Summary

You have been invited to participate in this research project because you have been diagnosed with bladder or urothelial cancer. The research involves a Positron Emission Tomography (PET)/Computed Tomography (CT) scan with a new imaging agent, 89Zr-TLX250, that may provide valuable information about the growth of your cancer. The new PET/CT imaging agent may be able to stage your bladder and urothelial cancer more accurately than current imaging agents as 89Zr-TLX250 is not removed from the body through the urine. You will be exposed to an extra dose of radiation as you will undergo an extra PET/CT scan

Part 1
What does my participation involve?
1
Introduction
You are invited to take part in this research project. This is because you have been diagnosed with bladder or urothelial cancer. The research project is testing a new imaging agent called 89Zr-TLX250 used in PET/CT scan for determining what stage OR how advanced your cancer is (this is referred to as “staging” cancer).
This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and treatments involved. Knowing what is involved will help you decide if you want to take part in the research.
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 your GP. 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 have the tests and treatments 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.

2 
What is the purpose of this research?

Managing your cancer involves a process called staging.  This includes finding out how much cancer is in your body and where it is located.  It often involves having scans and other tests. Your urologist or oncologist has already requested a fluorodeoxyglucose (FDG) PET/CT scan (the standard imaging test) to stage your cancer. 

Researchers have found that new imaging agents used in a PET/CT scan might provide more information about staging cancer.  New imaging agents like 89Zr-TLX250 contain a small amount of radioactive material known as zirconium-89 linked with an antibody known as girentuximab.  Girentuximab attaches to cancer cells and the zirconium-89 linked to the girentuximab provides a signal that is detected by the PET/CT scan.  These images will show if 89Zr-TLX250 has accumulated anywhere in the body.

The imaging agent currently used in FDG PET/CT is quickly removed from your body in your urine and this can affect the sensitivity and quality of the scans in urothelial and bladder cancer patients. As only very small amounts of 89Zr-TLX250 are removed from the body by urine, this agent might be a better option to detect any tumours.
89Zr-TLX250 is an experimental imaging agent. This means that it is not an approved imaging agent for staging bladder or urothelial cancer in Australia and must be tested to see if it is an effective imaging agent for staging cancer.  While 89Zr-TLX250 is an experiment imaging agent, previous studies have shown that imaging with 89Zr-TLX250 has been used successfully to differentiate kidney cancers from non-cancerous kidney growths.  

This is a phase 1 study which means that it is designed to investigate if the imaging agent 89Zr-TLX250 can be used to stage bladder cancer and to understand how it affects the body.  
This research has been initiated by the study doctor, Professor Dickon Hayne and is being carried out by the Urology and Nuclear Medicine departments at Fiona Stanley Hospital (FSH). This study is being sponsored by the South Metropolitan Health Service (SMHS) and is financed by a company known as Telix International Pty Ltd which makes and supplies the new imaging agent. 
3
What does participation in this research involve?

After reading this document and having any questions answered to your satisfaction, you will be invited to give your consent to participate in this study. This consent form is found at the end of this document. Your study doctor will also sign this form. If you consent to this study the study team will then evaluate your overall health and wellbeing to see if you satisfy the study entry criteria - this is known as the screening period. If you meet the study entry criteria you will be enrolled on to the study and scheduled to receive the experimental imaging agent as well as commence further study procedures. You will need to attend hospital for the screening and study phases.
Screening Phase: Before starting the study, the study doctor or member of the team will perform a series of assessments to find out whether this study is suitable for you.

These assessments include:

•  Questions about your medical history, previous treatment/s, your current symptoms, general well-being, daily activities and other medications

•  Measurement of vital signs (heart rate, temperature and blood pressure); weight and height.

•  Physical examination

•  Blood tests and urine tests to check your general health (blood cell counts, chemistry, pregnancy test for women of childbearing age). 
•  An ECG which is an electrical recording of how your heart works. This would give us an understanding of your baseline heart rhythm.
•  A pregnancy test if you are a woman and able to have children.  This test must be negative for you to participate in this study
Study Phase: As we want to determine if the new imaging agent, 89Zr-TLX250 is better than the currently used FDG PET/CT, we will need to perform both types of scans on all participants so we can make a direct comparison. This is referred to as a non-randomised, non-blinded study.

FDG PET/CT:

•  A whole body FDG PET/CT would be performed within 28 days prior to the administration of 89Zr-TLX250 as part of standard care for your type of bladder cancer or urothelial cancer. You will be required to lie still on a narrow examination bed during the scan. This bed will then pass in and out of a donut shaped machine with a short tunnel which is the PET/CT machine. This scan would take approximately 45min.

Administration of 89Zr-TLX250 (Day 0):

· Before you receive the 89Zr-TLX250 your vital signs (heart rate, blood pressure and   temperature) would be recorded. 
· Women of childbearing age would have a urine pregnancy test. 

· 89Zr-TLX250 administration will be by an injection into a vein over a minimum of 3 minutes.

· 1 hour after 89Zr-TLX250 administration you will have your vital signs (heart rate, blood pressure and temperature) checked again. 
· You will be carefully observed in case of an adverse reaction to the study drug. An ECG would also be done. 
PET/CT Imaging (Days 5 ± 2):

· At Days 5 ± 2 after 89Zr-TLX250 administration you will have a further whole-body PET/CT scan. You will be required to lie still on a special bed during the scan. This bed will then pass in and out of a big metal tube which is the PET/CT machine. This would take about 45 minutes.
Follow-up phone consult (Day 14 or before commencement of chemotherapy or surgery):

•  At 14 days after 89Zr-TLX250 administration you will be asked about your current symptoms, general well-being, daily activities, other medications and any adverse events that you may have experienced in the last two weeks since being administered with the study drug.
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What do I have to do?
It is important that you come to all the hospital visits relating to this study and that you follow your study doctor’s instructions.  

Please tell your study doctor or a member of the team:

•  if you are allergic to medicines, foods (supplements) or medical aids such as patches

•  if you are participating in another scientific study.

It is also important that you contact the Study doctor during the research:

•  if you are going to use other medicines (even if these are homeopathic medicines, dietary supplements and / or vitamins).

•  if you are admitted or treated in a hospital.

•  if you suddenly have health complaints.

•  if you or your partner become pregnant during the course of this study.

•  if you no longer wish to participate in the research.

•  if your contact details change.

Please tell your study doctor if you have any unusual symptoms.

This study will not prevent you from receiving any of the regular medical care you would normally receive. Neither will it prevent you from having future medical care of any kind. During
participation you can continue to use your normal medications, however, please notify the study team of these medications prior to having the study medication.

5
Other relevant information about the research project
It is expected that 20 participants like you will be taking part in this study where they will all be treated at Fiona Stanley Hospital. 

If you have a GP, we recommend that you inform them of your participation in this research project.
Costs and Payments

There are no additional costs associated with participating in this research project, nor will you be paid. All medication, tests and medical care required as part of the research project will be provided to you free of charge.

Upon presentation of receipts you may be reimbursed for any reasonable travel, parking, meals and other expenses associated with the research project visit.
6
Do I have to take part in this research project?

Participation in any research project is voluntary. If you do not wish to take part, you do not have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage.
If you do decide to take part, you will be given this Participant Information and Consent Form to sign and you will be given a copy to keep.
Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your routine treatment, your relationship with those treating you or your relationship with Fiona Stanley Hospital.
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What are the alternatives to participation? 
You do not have to take part in this research project to receive treatment at this hospital.  Other options are available; these include standard imaging for your bladder or urothelial cancer.  Your study doctor will discuss these options with you before you decide whether or not to take part in this research project.  You can also discuss the options with your GP.

8
What are the possible benefits of taking part?
We cannot guarantee or promise that you will receive any benefits from this research; however, possible benefits may include more information about your bladder or urothelial cancer.
Findings from this trial will contribute to our understanding of staging bladder and urothelial cancer and which imaging agent works best. If the imaging agent compared in this trial appears effective, knowledge gained from this trial may go on to help other people who have been diagnosed with bladder or urothelial tumours.  We hope that the imaging agent used in this trial will be able to identify better treatment options for patients with bladder or urothelial cancer
9
What are the possible risks and disadvantages of taking part?

Medical treatments often cause side effects. You may have none, some or all the effects listed below, and they may be mild, moderate or severe. If you have any of these side effects, or are worried about them, talk with your study doctor. Your study doctor will also be looking out for side effects. There may be side effects that the researchers do not expect or do not know about. 
Many side effects go away shortly after treatment ends. However, sometimes side effects can be serious, long lasting or permanent. If a severe side effect or reaction occurs, your study doctor may need to stop your treatment. Your study doctor will discuss the best way of managing any side effects with you. 
Possible side effects when being administered the study treatment are:

There is a chance of developing an allergic reaction to 89Zr-TLX250 or any of its constituents. In other settings, over 2,000 patients have been treated with girentuximab and although allergic reactions have never been reported or observed, this chance is considered very small. The research team will be observing you for allergic reactions and these can be treated if required.
Clinical experience in 40 patients who were given 89Zr-TLX250 as a single dose revealed an adverse event of mild nausea, which is an expected side effect of girentuximab. 

The following side effects have also been observed with 89Zr-TLX250 but, the study doctor considered these unlikely or not related to the study treatment: 

· Diarrhoea

· Urinary tract infection

· Common cold

· Monoclonal gammopathy (condition where abnormal proteins (antibodies) are found in the blood) 

· Headache 

· Flank pain (discomfort in your upper abdomen or back and sides)

Your study doctor will monitor you closely throughout the study and will discuss with you the best way of managing any side effects.

Possible inconveniences when participating in this study are:
Risks associated with study procedures.

Having a drug injected or blood (or tissue sample) taken may cause some discomfort, bruising, minor infection or bleeding.  If this happens, it can be easily treated. The infusion of the 89Zr-TLX250 into your arm may be accompanied by slight bleeding, a local bruise and in rare cases with a transient inflammation of the vessel wall. After the initial irritation of the insertion, the cannula (small plastic tube inserted into the vein) will generally remain painless and without any noticeable irritation during the examination.

Risks and Discomforts of PET Scan

PET/CT stands for Positron Emission Tomography/Computed Tomography. PET/CT scanners are large machines with a round, doughnut-shaped hole in the middle. Nuclear medicine imaging uses small amounts of radioactive material to diagnose, evaluate and treat a variety of diseases and conditions. Combined PET/CT scans can help pinpoint abnormal activity and may provide more accurate diagnoses than the two scans performed separately.

We will ask you to lie on a table inside the combined PET/CT scanner. The scanner will record information about your whole body. It is very important that you keep very still during the scanning. When you lie on the table, we will make sure you are in a comfortable position so that you can keep still. Some people may experience symptoms of claustrophobia from lying in a confined space. If you do experience discomfort at any time during the scan, you will be able to alert staff by pressing on a call button provided to you. Nuclear medicine diagnostic procedures have been used for a long time and there are no known long-term adverse effects from low-dose exposure.

Exposure to radiation

This research study involves exposure to a small amount of radiation. As part of everyday living, everyone is exposed to naturally occurring background radiation and receives a dose of about 2 millisievert (mSv) each year. The effective dose from this study is about 28mSv. At this dose level, scientific studies indicate that such a dose may have a small risk of developing a cancer. The risk is believed to decrease for those above 50 years of age at time of radiation exposure and to be greater for those younger than about 20 years of age at time of radiation exposure. The risk is approximately 1 in 640 which is equivalent to approximately twice the estimated risk of dying on Western Australian roads in the next 10 years.
Risk to the unborn child

The effects of 89Zr-TLX250 on the unborn child and on the newborn baby are not known. Because of this, it is important that research project participants are not pregnant or breast-feeding and do not become pregnant during the course of the research project. You must not participate in the research if you are pregnant or trying to become pregnant, or breast-feeding. If you are a female and child-bearing is a possibility, you will be required to undergo a pregnancy test prior to commencing the research project.  If you are a male, you should not father a child or donate sperm for at least 7 weeks after the infusion of 89Zr-TLX250.

Both male and female participants are strongly advised to use effective contraception and avoid pregnancy during the course of the research and for a period of 7 weeks after completion of the research project. You should discuss effective methods of avoiding pregnancy with your study doctor.

[For female participants] If you do become pregnant whilst participating in the research project, you should advise your study doctor immediately. Your study doctor will withdraw you from the study drug and advise on further medical attention should this be necessary. You must not continue taking study drug if you become pregnant.

[For male participants] You should advise your study doctor if you father a child while participating in the research project. Your study doctor will advise on medical attention for your partner should this be necessary.
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What will happen to my test samples?
Only blood and urine samples are taken for study purposes during the study process. Standard laboratory test will be done on this to determine the safety of 89Zr-TLX250 in the body. If you sign the consent form, you consent to the use of your blood and urine for the purpose of this study. 
This research requires the collection and use of your personal and medical data and body material. All data and body material (such as blood and urine samples) collected for this research remain confidential. No blood or urine samples will be stored. Your study data will be linked to this unique study number assigned to you at the beginning of the study. It will never be linked to your name. Hardcopy study data will be stored at the study site in a locked cabinet and electronic data will be stored on password-protected Microsoft Excel spreadsheets for 15 years.
Future use of imaging data:
The images that are made as part of your involvement in this study may be of interest for use in future research for which there is no defined plan yet. We are requesting your permission to use your data and the retained images for future research collaborations. Your decision on this is also recorded in the consent form.
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What if new information arises during this research project?

Sometimes during a research project, new information becomes available about the treatment that is being studied. If this happens, your study doctor will tell you about it and discuss with you whether you want to continue in the research project. If you decide to withdraw, your study doctor will plan for your regular health care to continue. If you decide to continue in the research project you will be asked to sign an updated consent form.
Also, on receiving new information, your study doctor might consider it to be in your best interests to withdraw you from the research project. If this happens, he/ she will explain the reasons and arrange for your regular health care to continue.
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Can I have other treatments during this research project?

Whilst you are participating in this research project, you may not be able to take some or all the medications or treatments you have been taking for your condition or for other reasons. 
It is important to tell your study doctor and the study staff about any treatments or medications you may be taking, including over-the-counter medications, vitamins or herbal remedies, acupuncture, or other alternative treatments. 
You should also tell your study doctor about any changes to these during your participation in the research project. Your study doctor should also explain which treatments or medications need to be stopped for the time you are involved in the research project.

13
What if I withdraw from this research project?

If you decide to withdraw from the project, please notify a member of the research team before you withdraw. This notice will allow that person or the research supervisor to discuss any health risks or special requirements linked to withdrawing.
If you do withdraw your consent during the research project, the study doctor and relevant study staff will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research project can be measured properly and to comply with law. 
You should be aware that data collected by the sponsor up to the time you withdraw will form part of the research project results.  If you do not want them to do this, you must tell them before you join the research project.
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Could this research project be stopped unexpectedly?

This research project may be stopped unexpectedly for a variety of reasons. These may include reasons such as:
• Unacceptable side effects

• The imaging agent being shown not to be effective
• The imaging agent being shown to work and not need further testing
• Decisions made in the commercial interests of the sponsor or by local regulatory/health authorities.
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What happens when the research project ends?

You will have standard medical follow-up with your doctor.  Your participation in the study stops when:

· the research activities have been completed. 
· you choose to withdraw from the study

· in the opinion of the research staff at your institution, it is better for your well-being to stop prior to completion.

· the study itself is terminated for some other reason.

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 may be recorded in your health records. It is normal for research projects to take several years to run to completion. Your study doctor will be able to inform you of study findings.
Part 2
How is the research project being conducted?
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What will happen to information about me?
By signing the consent form, you consent to the study doctor and relevant research staff collecting and using personal information about you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential. 
Any information about you will have a code and will not show your name or address, or any information that directly identifies you. 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. Your information recorded on paper will be kept securely in locked facilities, while electronic information stored on excel spreadsheet will be password-protected. 
Information about you may be obtained from your health records held at this and other health services for the purpose of this research. By signing the consent form, you agree to the study team accessing health records if they are relevant to your participation in this research project.

Your health records and any information obtained during the research project are subject to inspection (for the purpose of verifying the procedures and the data) by the relevant authorities and authorised representatives of the Sponsor, South Metropolitan Health Service, the institution relevant to this Participant Information Sheet, Fiona Stanley Hospital or as required by law. By signing the Consent Form, you authorise release of, or access to, this confidential information to the relevant study personnel and regulatory authorities as noted above. 
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.
Your information will be linked to a de-identified number that will not include your name or reveal any identifying details about you to those receiving or reviewing the data.  
Information about your participation in this research project may be recorded in your health records.

In accordance with relevant Australian and/or Western Australian privacy and other relevant laws, you have the right to request access to your information collected and stored by the research team. You also have the right to request that any information with which you disagree be corrected. Please contact the study 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 and for the future research described in Section 16 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.
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Complaints and compensation
If you suffer any injuries or complications 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.
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Who is organising and funding the research?
This research project is being conducted by Professor Dickon Hayne.
This research project is being conducted and sponsored in Australia by South Metropolitan Health Service and is being funded by Telix International Pty Ltd.
Telix International Pty Ltd may benefit financially from this research project if, for example, the project assists Telix Pharmaceuticals to obtain approval for a new imaging agent.
You will not benefit financially from your involvement in this research project even if, for example, your samples (or knowledge acquired from analysis of your samples) prove to be of commercial value to Telix International Pty Ltd.
In addition, if knowledge acquired through this research leads to discoveries that are of commercial value to Telix International Pty Ltd, the study doctors or their institutions, there will be no financial benefit to you or your family from these discoveries.
No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).
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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 HREC of South Metropolitan Health Service. This Patient Information and Consent Form has also been reviewed by the ANZUP Consumer Advisory Panel.

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.
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Further information and 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 the principal study doctor on 6151 1130 or any of the following people:

Clinical contact person

	Name
	Cynthia Hawks

	Position
	Clinical Trials Nurse

	Telephone
	08 6152 6916

	Email
	Cynthia.Hawks@health.wa.gov.au 


For matters relating to research at the site at which you are participating, the details of the local site complaints person are:

Complaints contact person

	Name
	South Metropolitan Health Service Research and Development Unit

	Position
	Manager

	Telephone
	08 6152 3214

	Email
	SMHS.HREC@health.wa.gov.au 


If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact:

	Reviewing HREC name
	South Metropolitan Health Service Human Research Ethics Committee

	HREC Executive Officer
	Ethics Coordinator

	Telephone
	08 6152 2064

	Email
	SMHS.HREC@health.wa.gov.au 


Reviewing HREC approving this research and HREC Executive Officer details

Local HREC Office contact (Single Site -Research Governance Officer)
	Name
	South Metropolitan Health Service Research Governance Office

	Position
	Research Governance Officer

	Telephone
	08 6152 2253

	Email
	SMHS.RGO@health.wa.gov.au 


Consent Form - Adult providing own consent
	Title
	A single-centre, open-label, phase I study to evaluate the diagnostic performance of 89Zirconium-labelled girentuximab (89Zr-TLX250) PET in Urothelial Cancer Patients (ZiPUP study)

	Short Title
	89Zr-TLX250 PET in Urothelial Cancer Patients

	Protocol Number
	5.0 21st October 2020

	Project Sponsor
	South Metropolitan Health Service (SMHS)

	Coordinating Principal Investigator/

Principal Investigator
	Professor Dickon Hayne

	Associate Investigator(s)

	Dr Pravin Viswambaram, Dr Elizabeth Liow, A/Prof Nat Lenzo, Dr Richard Gauci

	Location 
	Fiona Stanley Hospital


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 give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to Fiona Stanley Hospital concerning my disease and treatment for the purposes of this project. I understand that such information will remain confidential. 

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 study without affecting my future health care. 

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

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


Under certain circumstances (see Note for Guidance on Good Clinical Practice CPMP/ICH/135/95 at 4.8.9) a witness* to informed consent is required. 

	

	
	Name of Witness* to Participant’s Signature (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	


* Witness is not to be the investigator, a member of the study team or their delegate.  In the event that an interpreter is used, the interpreter may not act as a witness to the consent process.  Witness must be 18 years or older.
Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.
	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of, and information concerning, the research project. 

Note: All parties signing the consent section must date their own signature.
I understand that, if I decide to discontinue the research project, I may be asked to attend follow-up visits to allow collection of information regarding my health status.  Alternatively, a member of the research team may request my permission to obtain access to my medical records for collection of follow-up information for the purposes of research and analysis.

I consent to the storage and use of blood and urine samples and PET/CT images taken from me for use, as described in the relevant section of the Participant Information Sheet, for:
Please circle yes or no

• This specific research project





Yes / No
• Other research that is closely related to this research project

Yes / No
• Any future research. 






Yes / No
• PET/CT images for future research. 




Yes / No

	Name of Participant (please  print)     


	Signature   

	Date               



Form for Withdrawal of Participation - Adult providing own consent
It is recommended that this form NOT be included as part of the PICF itself, but that it be developed at the same time and made available to researchers for later use, if necessary.  Note that a participant’s decision to withdraw their separate consent to the use and storage of tissue will need to be documented separately and linked to the PICF used for that purpose.

	Title
	A single-centre, open-label, phase I study to evaluate the diagnostic performance of 89Zirconium-labelled girentuximab (89Zr-TLX250) PET in Urothelial Cancer Patients (ZiPUP study)

	Short Title
	89Zr-TLX250 PET in Urothelial Cancer Patients

	Protocol Number
	5.0 21st October 2020

	Project Sponsor
	South Metropolitan Health Service (SMHS)

	Coordinating Principal Investigator/

Principal Investigator
	Professor Dickon Hayne

	Associate Investigator(s)

	Dr Pravin Viswambaram, Dr Elizabeth Liow, A/Prof Nat Lenzo, Dr Richard Gauci 

	Location 
	Fiona Stanley Hospital


Declaration by Participant

I wish to withdraw from participation in the above research project and understand that such withdrawal will not affect my routine treatment, my relationship with those treating me or my relationship with Fiona Stanley Hospital.
I consent to the storage and use of blood and urine samples and PET/CT images taken from me for use, as described in the relevant section of the Participant Information Sheet, for:
Please circle yes or no

• This specific research project





Yes / No

• Other research that is closely related to this research project

Yes / No

• Any future research. 






Yes / No
• PET/CT images for future research. 




Yes / No

	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


In the event that the participant’s decision to withdraw is communicated verbally, the Study Doctor/Senior Researcher will need to provide a description of the circumstances below.
	


Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the implications of withdrawal from the research project and I believe that the participant has understood that explanation.
	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning withdrawal from the research project. 

Note: All parties signing the consent section must date their own signature.
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