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Participant Information Sheet/Consent Form
Interventional Study - Adult providing own consent

Royal Brisbane and Womens Hospital
	Title
	PET/CT FIRST:  A Prospective study of up-front PET/CT in guiding diagnostic interventions in investigating pulmonary nodules suspicious for lung cancer.



	Short Title
	PET/CT first in the investigation of pulmonary nodules.



	Protocol Number
	[Protocol Number]

	Project Sponsor
	[Project Sponsor in Australia]

	Coordinating Principal Investigator/ Principal Investigator
	Associate Professor David Fielding

	Associate Investigator(s)


	Assoc Prof Karin Steinke, Dr Paul Thomas, Dr Andreas Moller 

	Location 
	Royal Brisbane and Womens Hospital,
QIMR Berghofer




Part 1
What does my participation involve?
1
Introduction
You are invited to take part in this research project. This is because you have a spot on the CAT scan of your lungs. This is called a nodule. We will be doing all the tests to find what this nodule is. One of the tests is a scan called a PET/CT scan which can be very important in deciding how to sample and treat the nodule. Usually this scan is done at the end of all the other tests. Thisresearch project is testing a new order of testing by putting the PET/CT first, rather than at the end of testing. 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 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 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?
Your doctor has sent you to have tests to investigate a spot (nodule) on your lung. PET/CT scans are approved in Australia when patients have lung nodules PET/CT scans are a way to take pictures of the lung and the rest of the body to show up “hot spots”. The scan tells if the nodule is “hot” which means it may be cancer, and whether there are any other hot spots in the body that need to sampled.
Usually PET/CT is done after all tests involving taking samples (biopsies) of the nodule. These tests can include 
-samples taken by a bronchoscopy. This is a test under a sedative which allows your doctor to look inside your airway through a thin flexible tube with a camera called a bronchoscope.  The doctor can take samples either from the nodule or from other spots nearby called lymph nodes.
-samples taken with a thin needle passed directly into the nodule through the chest wall (directed by a CAT scanner) 
Once these and other tests are done a PET/CT scan is done as the last step to make sure there are no other “hot spots” anywhere else that the ordinary CAT scans could not “see”. The problem then is if there are other “hot spots” doctors may have to go back and do additional tests which they might have been able to do the first time. This might be from lymph nodes or elsewhere in the body.
Presently PET/CT is usually not approved to be done before these tests. This study is seeing  how putting PET/CT first (ie before) might improve the way all nodules are tested. If other spots in the lung or in lymph nodes or in other parts of the body are shown on PET/CT scan before any biopsies are done, it may be that doctors decide to biopsy those other spots first, rather than the nodule, to give the best information to allow treatment of your condition with one test, not two or three.  
The study is also testing how an additional low dose CAT scan done at the same time as the PET/CT can help doctors plan further tests. When we do bronchoscopy for nodules we use a computer to give us a pathway to follow through the branching tubes in the lung, like a “Sat Nav”. This allows us to reach the nodule more often. This is called Virtual Bronchoscopy; it requires an extra CAT scan. We are testing whether doing this scan at the same time as PET/CT will help us to plan bronchoscopy better. We have shown this works in preliminary studies but want to put it to the test in this study. This scan takes a few seconds and is done at the very end of the PET/CT. This scan is called VB-CT.
Additionally, the study will also test a blood sample obtained before conducting the PET/CT scan. This blood sample will be drawn through the same needle and line used to inject the PET/CT tracer to visualize your spots. The blood sample will be analysed for blood-based markers. We have preliminary results indicating that these blood-based markers could be important additional decision tools for clinicians to guide the treatments for suspicious spots. This is an early stage research project and results from these will not have any impact on your care.
The results of this research will be used by the study doctor towards obtaining a PhD.
This research has been initiated by the study doctor, Associate Professor David Fielding
3
What does participation in this research involve?

Everyone in this study will have a PET/CT scan and a VB/CT scan. These scans are done in the same appointment as an outpatient. Usually patients with nodules have PET/CT scans, but not every time, so there is a small chance you will be having a PET/CT scan that you otherwise might not have had. The main difference is that the PET/CT will come as the first test, that is in a different order from usual. The other scan, the VB CT is an additional scan additional to what you would otherwise have had. 
Blood samples will be obtained at the same time without any additional injections of needles as the same needle and line used to inject the PET/CT tracers will be used beforehand to draw some of your blood.
This research project has been designed to make sure the researchers interpret the results in a fair and appropriate way and avoids study doctors or participants jumping to conclusions.  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.
4
What do I have to do?

The study doctors will explain the research and after discussion obtain consent. Then the scans  will be done; these do not require any particular preparation. You do not need to change your diet or medications. Your doctor will see you at clinic with the PET/CT and VB CT results and discus the next steps. This may involve a bronchoscopy, a CT TTNA, or other tests or treatments which will be explained as is usual for patients referred with nodules. Each of these tests and treatments has consent forms which your doctor will go through.
The PET/CT scan is done as an outpatient. First an injection is given which has a low dose of radioactivity- see below. Then this goes through the body and over time pictures are taken of the radioactivity. These scans will be taken with you lying flat; usually these scans are taken with patients sitting up. It is not uncomfortable, only that it will require you to lie on the bed so the images can be taken. This is so the picture information can be analysed in more detail than ordinary PET/CT scans. This further analysis of the PET/CT scans will be part of future studies.
For the VB-CT you will just be asked to take a single deep breath in and hold it and the scanner will take the CT- it takes a few seconds only.

5
Other relevant information about the research project
The study will involve 160 patients. We will be collaborating with Sir Charles Gairdner Hospital in Perth. All patients in the study will have the two additional scans; no patient will be allocated to a random study group and there is no “placebo” group. Your scan data may be used for future research projects on PET scanning and cancer, including with research collaborators in Australia  and overseas. Any image data we share with our collaborators will be made completely anonymous so that you are not able to be identified. Blood samples will be processed and analysed at the RBWH and QIMR Berghofer.
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 Royal Brisbane and Womens Hospital

7
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 doing the PET/CT and VB-CT at the end of your other tests. 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 local doctor.
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 having a reduced total number of tests, and also improvement of the ability to locate the small nodule at bronchoscopy using the VB-CT.
Some patients will have tests other than bronchoscopy to diagnose the nodule. This means that the information from the VB-CT would not be used for their biopsies. So there would be no benefit in that situation. The data would however still be useful for our analysis because we want to see how the scan information can influence all biopsy decisions and also look at the effectiveness of using this low dose of radiation for a CT scan (see below) can make an effective Virtual plan.

9
What are the possible risks and disadvantages of taking part?

As mentioned above the only difference from usual procedure in this study is putting the PET/CT first not last and adding in a VB-CT.  As mentioned above there is a small chance you are having a PET/CT when otherwise you may not have had this. Also as mentioned above the scans are done lying flat rather than sitting up and some patients find this a little uncomfortable. Any biopsies would still be done in the usual way, and the risks and possible side effects from these biopsies will be explained once a final decision is made on which one is best to perform first.

The 2 scans in the study use radiation which is measured in a unit called millisieverts (mSv). Typical radiation doses of PET/CT are 6.0 mSv- see comments below.
Typical doses of VB-CT are 6.9 mSv- see comments below. This is what would be additional to usual dose.
If you are know you are pregnant or there is a possibility of this you should advise your study doctor immediately. Your study doctor will withdraw you from the research project and advise on further medical attention should this be necessary. 

Effective dose in range 2 mSv to 20 mSv

This research project involves exposure to a very small amount of radiation.  As part of everyday living, everyone is exposed to naturally occurring background radiation and receives a dose of about 2 milliseiverts (mSv) each year.  The effective dose from this research project is about 6.9  mSv ( total is 13MSv if the PETCT is included).  The dose from this research project is comparable to that received from many diagnostic medical x-ray and nuclear medicine procedures.  At this dose level, no harmful effects of radiation have been demonstrated, as any effect is too small to measure.  This risk is believed to be low and, theoretically, is approximately equivalent to background radiation in the community for 8 months. 

Australian Authorities for monitoring radiation exposure state that in any one year a whole body effective dose limit is 5mSv. Therefore the effective radiation dose in this study exceeds the dose constraint of 5 mSv per year, however the overall Risk Category for the study is regarded by them as low.  The dose range of 2 to 20 mSv covers the annual doses received by most radiation workers in the course of their employment, and most diagnostic radiological procedures.  They also state that to justify this risk a moderate benefit will be needed, namely that the benefit will be more directly aimed at the diagnosis, cure or prevention of disease. As this study is aimed at the diagnosis and cure of disease by using PET/CT scans and VB CT it does potentially carry a moderate benefit.

 
10
What will happen to my test samples?

The biopsies taken in this study will only be used for making a diagnosis of the nodule by processing in the pathology lab. This can include tests for certain genes if a diagnosis of particular cancers is made. This is part of the routine processing of all samples. The blood samples will be processed and analysed for potential blood-based cancer markers.
11
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. Withdrawal from the study also means no additional further future testing may be made on your test samples.
12
What happens when the research project ends?

Hopefully the nodule will be negative for cancer, but if it is positive for cancer  your doctors will present your case to the hospital combined Lung Cancer multidisciplinary meeting for consensus on the best form of treatment. Recommended treatment options would then be discussed fully with you. 
In a few instances this recommended treatment might be surgery to remove the nodule without any biopsy at all. This option would be based on the PET/CT scans and all the other information available. 
Alternatively sometimes PET/CT scans show that the nodule is not “hot”, and does not need a biopsy. Here the doctors would set up a process of “wait and see”, a well known strategy in this situation: a series of CT scans over a period of time are performed to ensure the nodule either goes away or does not enlarge, meaning it is likely benign and can be left alone.

Part 2
How is the research project being conducted?

16
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. Details will be kept in locked filing cabinets and on a password protected study computer.  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.

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.

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. 
Information about your participation in this research project will be recorded in your health records to facilitate procedure bookings.

In accordance with relevant Australian Queensland 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.

17
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.

18
Who is organising and funding the research?
This research project is being conducted by Associate Professor David Fielding and the PET/CT first team. No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).

19
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 Royal Brisbane and Womens Hospital 
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.

20
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 36464241 or any of the following people:

Clinical contact person

	Name
	David Fielding, M.D. 

	Position
	Principal Study Doctor

	Telephone
	+61 7 36464241

	Email
	David.Fielding@health.qld.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
	David Fielding, M.D. 

	Position
	Principal Study Doctor

	Telephone
	+61 7 36464241

	Email
	David.Fielding@health.qld.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
	Human Research Ethics Committee 

Royal Brisbane & Women’s Hospital, Herston, Qld, 4029

	HREC Executive Officer
	Coordinator or Chairperson

	Telephone
	(07) 3646 5490

	Email
	RBWH-Ethics@health.qld.gov.au


Reviewing HREC approving this research and HREC Executive Officer details
Local HREC Office contact (Single Site -Research Governance Officer)
	Name
	Research Governance Office

Royal Brisbane & Women’s Hospital

	Position
	Research Governance Officer

	Telephone
	(07) 3646 8579

	Email
	RBWH-RGO@health.qld.gov.au


Consent Form - Adult providing own consent
	Title
	PET/CT FIRST:  A Prospective study of up-front PET/CT in guiding diagnostic interventions in investigating pulmonary nodules suspicious for lung cancer.



	Short Title
	PET/CT first in the investigation of pulmonary nodules.



	Protocol Number
	[Protocol Number]

	Project Sponsor
	[Project Sponsor in Australia]

	Coordinating Principal Investigator/

Principal Investigator
	Associate Professor David Fielding

	Associate Investigator(s)

(if required by institution)
	Assoc Prof Karin Steinke, Dr Paul Thomas, Dr Andreas Moller

	Location (where CPI/PI will recruit)
	Royal Brisbane and Womens Hospital, QIMR Berghofer


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 Royal Brisbane and Womens 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)
	Associate Professor David Fielding
	

	
	

	
	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 the Researchers may plan future studies based upon the data that is collected in this study especially around the PET/CT scan. I understand that my data may be part of these studies. I am ticking this box to confirm whether or not I agree to this.
I agree to my data being used in future studies.□

I do NOT agree to my data being used in future studies. □

	

	
	Name of Participant (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	


	

	
	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.

	

	
	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.

Form for Withdrawal of Participation - Adult providing own consent
	Title
	PET/CT FIRST:  A Prospective study of up-front PET/CT in guiding diagnostic interventions in investigating pulmonary nodules suspicious for lung cancer.



	Short Title
	PET/CT first in the investigation of pulmonary nodules.



	Protocol Number
	[Protocol Number]

	Project Sponsor
	[Project Sponsor in Australia]

	Coordinating Principal Investigator/

Principal Investigator
	Associate Professor David Fielding

	Associate Investigator(s)


	Assoc Prof Karin Steinke, Dr Paul Thomas, Dr Andreas Moller

	Location 
	Royal Brisbane and Womens Hospital, QIMR Berghofer


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 Royal Brisbane and Womens Hospital. My withdrawal also means that my data would not be used in any future additional research projects arising from this study.
	

	
	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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