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	Tissue microarchitecture-information based ventricular tachycardia ablation



	Short Title
	Targeted ablation for VT

	Coordinating Principal Investigator
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Dr Kumaraswamy Nanthakumar



	Locations 
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Royal Adelaide Hospital 
Toronto General Hospital 






Part 1
What does my participation involve?

1
Introduction
You are invited to take part in this research project, because you have had a heart attack (myocardial infarction) which resulted in a scar, and has caused an abnormal heart rhythm called Ventricular Tachycardia (VT). You have already had an Implantable Cardiac Defibrillator (ICD) inserted to help prevent symptoms and death from this rhythm, and have either had an episode of this rhythm (VT) and or therapy from the device in the past 6 months.
You are invited to take part in this research project because you are undergoing a procedure to correct heart rhythm problems (VT ablation). The research project is testing a new method of ablation that hopes to better target the specific area in the heart which causes VT, and thereby shorten the duration of the procedure as well as reduce the risks of the procedure by cauterizing a smaller area. 

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 or not.

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 in the research project.
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What is the purpose of this research?
Targeted ablation for VT is an experimental technique based on electrical activity of your heart. This means that it is not in widespread use yet for the ablation of VT.
Ablation is a standard treatment for VT, where a portion of the heart muscle is cauterized permanently using a heated instrument. Currently it is a lengthy procedure, as it attempts to eliminate ALL of the abnormal disfigured (scarred) heart muscle in a patient’s heart, There is no reliable way to determine the small area in your heart which could be solely responsible for your own heart rhythm problem. Due to the need to cauterize all scarred areas in your heart, it becomes a long procedure. Moreover, by eliminating all abnormal areas (including those which might not be causing your heart rhythm problem), it increases the risk of the procedure. This last point is particularly concerning as any unnecessary heart muscle damage by the heated instrument can cause serious effects similar to a large heart attack. 
This research project will trial ablation only of the specific tissues which have the ability to trigger VT. It is based on a computer-based algorithm mapping several types of electrical information and identifying the target areas within the heart. The hope is to shorten the procedure time, reduce the amount of ablation, therefore improve safety and efficacy of the procedure. 

Research Funding:

This research has been initiated by the Townsville Hospital Cardiac Electrophysiologist, Dr Sachin Nayyar. The funding for this project has been requested through a grant from the Townsville Research Education, Support and Administration Unit (SERTA) of the Townsville Hospital. 
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What does participation in this research involve?

Who Can Participate?

To participate you must:

· Be over 18 

· Have had a heart attack (myocardial infarction) 

· Have an implanted defibrillator (ICD) 

· Be taking an antiarrhythmic medication (such as beta blocker, amiodarone or sotalol)
· Have had an episode of VT or received treatment from the ICD in the past 6 months 

The Study Design: 

You will be participating in a prospective cluster case- control design research project. This means that the participants enrolled in the study will be allocated to the experimental group or standard treatment according to their location. The intention is to see if the new approach is non-inferior (as-good-as) and as safe as the standard approach. 
The trial centres are The Townsville Hospital (Australia), Royal Adelaide Hospital (Australia) and Toronto General Hospital (Canada). Those enrolled at Townsville Hospital will undergo the experimental ablation. Those in Toronto and Adelaide will undergo the usual procedure. 

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.  

The procedure:

The conventional ablation procedure for VT involves: 

· Under general anaesthetic, several tubes (sheaths) will be inserted into the vein and artery at the top of your leg. 

· These will be used to position several catheters within your heart under X-ray guidance to record the heart electrical activity and trigger the heart to bring on VT. 

· The catheters are moved around to find the diseased areas with scarring. All live tissues intermingled within the region of scarring are then damaged with the heated instrument (ablation catheter) to treat the VT. 
· Following the treatment, the catheters and sheaths are removed and light compression applied to stop any bleeding. 

· Your doctor would have already explained in detail potential complications of this procedure. Some of these include bleeding from the vein or artery at the top of your leg, clots forming in your leg veins, perforation of the heart, heart failure, drop in blood pressure and stroke. 

The limited ablation procedure for VT involves:

· The same set-up as described above in the usual ablation method.
· You will then undergo mapping in your ordinary heart rhythm (without triggering VT) and complete electrical waveform data will be collected at the time.
· Ablation will be performed selectively to the culprit areas in the heart predicted by a computer-based analysis of your electrical waveforms within the heart.
· The computer-based analysis will be performed in real time during each case on a parallel onsite software platform.
· If heart rhythm problem is not treatable by limited ablation alone in a patient, conventional ablation will then be performed

Costs:
There are no additional costs associated with participating in this research project, and you will not be paid. All medication, tests and medical care required as part of the research project will be provided to you free of charge.

You will continue to pay for the usual medications you have been prescribed. 
Your follow up appointments will be in-line with usual care, and travel will be subsided in the same way.
Your local Doctor:

If you have a local doctor, we strongly recommend that you inform them of your participation in this research project.

What happens after the procedure?
· You will be followed up in the ICD – arrhythmia clinic every 3 months for the next 12 months. This will be the same whether or not you participate in the study.
· The ICD will be programmed in the usual way.
· Any adverse events will be recorded 

· Any abnormal heart rhythm events recorded by the device will be reviewed by two members of the study team. If not participating in the study these events would still be reviewed by the doctor involved in your care.
· In case a repeat ablation becomes necessary during the 12 months, you will be informed. A repeat procedure may also be necessary if you do not participate and receive the conventional ablation. You will be notified and informed in the same way. 
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What do I have to do?

· There are no additional restrictions to your lifestyle than has been described to you by your treating doctor.  
· You should continue taking your regular medications as prescribed. 
· Please inform the research team during your follow up of any medication changes. 

· Please inform the research team during follow up of any hospitalisations. 

· You can continue to donate blood if you are eligible according to The Red Cross. 
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Other relevant information about the research project
This is a prospective international trial with centres in Australia and Canada. The trial centres are:
· The Townsville Hospital (Australia)

· Royal Adelaide Hospital (Australia)

· Toronto General Hospital (Canada)
55 participants will be required in each group of the trial. This means 55 participants at The Townsville Hospital and 55 participants combined between Royal Adelaide Hospital and Toronto General Hospital. 

The research software will be written by a researcher at the University of Hamburg.
The research will be conducted in collaboration between the clinical researchers at the named institutions. 
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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 the 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.  You can choose to have the standard VT ablation, or no procedure at all.  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.
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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 a shorter procedure time, less radiation exposure and less damage to the tissue, which was not causing you any problems. It is anticipated that these advantages may eventually reduce the risk of complications of VT ablation (detailed in the next section). In addition, your participation will advance scientific knowledge and do greater good to the future patients.
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What are the possible risks and disadvantages of taking part?

Immediate risk: There will be no additional risks of participating in this research than there would be for undergoing the VT ablation procedure you are already undertaking. If limited ablation is considered insufficient, the ablation procedure will be expanded to include additional sites. If there is need for transition from limited to a standard approach, the procedure time is not expected to be longer than a upfront standard ablation procedure. 
Usual immediate risks of VT ablation include:
· Any complication is 11.5% (12 in 100) 

· Major bleeding requiring blood transfusion is 5.6% (6 in 100)

· Risk of death in hospital is 2.7 % (3 in 100)

· Use of a machine to support your blood pressure, risk is 2.3% (2 in 100)
· Bleeding into the sac around the heart which needs a procedure to fix, risk is 2% (2 in 100) 

· Damage to the large blood vessels which requires an operation to fix, risk is 1.7% (2 in 100) 
· Stroke or mini-stroke (TIA) risk is 0.4% (1 in 200) 
· Other complications (heart block, coronary artery injury, venous clots) is 1.8 % (2 in 100)


Long term risk: Long term results after experimental ablation approach are unknown at this point. Based on our previous research, we expect that late recurrence of VT after limited ablation will be similar to the conventional ablation approach.

Regarding anaesthetic: 
You will usually require a general anaesthetic for this procedure irrespective of the chosen ablation approach. As such, there are no additional anaesthetic risks whether you are in the study or not. 
Radiation Risks:
There will be no increased risk of radiation from participating in this research than there would from undergoing a usual ablation. With limited ablation approach, there may be less radiation exposure.
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What if new information arises during this research project?

Sometimes during the course of 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 arrange 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.

11
Can I have other treatments during this research project?

Participating in the research project does not restrict you from taking any 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, especially 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. 

It may also be necessary for you to take medication during or after the research project to address new medical issues that you may develop unrelated to VT.  You may need to pay for these medications and so it is important that you ask your doctor about this possibility.
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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 kept to ensure that the results of the research project can be measured properly. You should be aware that data collected by the investigator 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 crossover rate from limited to conventional VT ablation procedure
• High VT recurrence rate after limited VT ablation and the treatment is expected not to be  

   effective
• The treatment being shown to work and not need further testing
• Decisions made by local regulatory/health authorities such as disruption of laboratory equipment, transfer of research personnel.
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What happens when the research project ends?

You will be informed immediately after the procedure about the outcome of the ablation and whether limited or extensive ablation was required. You will continue to follow up with the ICD- arrhythmia clinic as normal. When available, the results of the research project will be made available to you via post or electronically. 

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. The paper forms will be kept in a locked cabinet. Electronic data will be stored on a secure password protected Queensland Health computer with back-up copies. Only the researchers will have access to this data. Your information will 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 may be used in another research project only if it is a direct extension of the current study. 
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, the Townsville 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.
Information about your participation in this research project may be recorded in your health records.

In accordance with privacy legislation in Queensland, 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 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 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 Dr Sachin Nayyar, with grant funding expected to be provided by the Townsville Research Education, Support and Administration Unit (SERTA) of the Townsville Hospital. Abbott Medical, leading supplier of medical equipment, has agreed in-kind support to provide research cables that will be used to collect electrical information.
Dr. Sachin Nayyar may benefit financially from this research project if, for example, the project assists with creating a safe and non-inferior algorithm which could be sold and then incorporated into commercially available software which assist with VT ablation. 
You will not benefit financially from your involvement in this research project even if, for example, knowledge acquired from analysis of your participation prove to be of commercial value to Dr. Sachin Nayyar.
In addition, if knowledge acquired through this research leads to future discoveries that are of commercial value to Dr. Sachin Nayyar, other 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).
Abbott Medical has no role in data analysis, interpretation, or dissemination of results. Abbott Medical has not declared interest in developing commercial application of the software. 
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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 the Townsville 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.
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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 about 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 people:

Clinical contact person

	Name
	Sachin Nayyar

	Position
	Cardiac Electrophysiologist

	Telephone
	07 4433 1111 Ext 5347

	Email
	sachin.nayyar@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
	Townsville hospital and health Service

	HREC Executive Officer
	Chairperson

	Telephone
	07 4433 1440

	Email
	TSV-Ethics-Committee@health.qld.gov.au


Reviewing HREC approving this research and HREC Executive Officer details
Consent Form 
Site: The Townsville Hospital

	Title
	Tissue microarchitecture-information based ventricular tachycardia ablation



	Short Title
	Targeted ablation for VT

	Coordinating Principal Investigator
	Dr Sachin Nayyar 

	Associate Investigator(s)

	Dr Kurt Roberts-Thomson 

Dr Kumaraswamy Nanthakumar



	Locations 
	The Townsville Hospital

Royal Adelaide Hospital 

Toronto General 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 The Townsville 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
	
	

	


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 study treatment, 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.

Form for Withdrawal of Participation - Adult providing own consent
Site: The Townsville Hospital

	Title
	Tissue microarchitecture-information based ventricular tachycardia ablation



	Short Title
	Targeted ablation for VT

	Coordinating Principal Investigator
	Dr Sachin Nayyar 

	Associate Investigator(s)

	Dr Kurt Robert-Thomson 

Dr Kumaraswamy Nanthakumar



	Locations 
	The Townsville Hospital

Royal Adelaide Hospital 

Toronto General 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 the Townsville Hospital.
	

	
	Name of Participant (please print print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


If verbal withdrawal is given, please document reason for withdrawal 
	


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.

Participant Information Sheet/Consent Form 13th April 2019
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