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This Participant Information and Consent Form is 6 pages long. Please make sure you have all the pages. 
1.
Introduction

You are invited to take part in this research project. 

This Participant Information contains detailed information about the research project. Its purpose is to explain to you as openly and clearly as possible all the procedures involved in this project before you decide whether or not to take part in it. 

Please read this Participant Information carefully. Feel free to ask questions about any information in the document.  You may also wish to discuss the project with a relative or friend or your local health worker. Feel free to do this.

Once you understand what the project is about and if you agree to take part in it, you will be asked to sign the Consent Form. By signing the Consent Form, you indicate that you understand the information and that you give your consent to participate in the research project.

You will be given a copy of the Participant Information and Consent Form to keep as a record.

2.
What is the purpose of this research?

The aim of this project is to compare two devices that can measure how much blood the heart pumps. 

Major operations place a lot of stress on the heart and circulation. This may cause complications such as heart and kidney failure. It is a great advantage to be able to measure how much blood the heart pumps during and after anaesthesia to manage this stress with optimal use of fluid and medications.  

One such device (VigeleoTM) analyses already available information from an existing routinely used monitor – an arterial line which is a small cannula placed in the radial artery at the wrist, very similar to an intravenous drip.  The other device (CardioQTM ) involves the insertion of a small tube (about 5 mm in diameter) into the oesophagus (via the mouth) after the patient is already asleep during their anaesthetic. Other studies have shown that these devices have a reasonable degree of accuracy in comparison to the Pulmonary artery catheter but further research is needed to properly assess their potential.

Our study is primarily interested in comparing how consistently the 2 devices demonstrate changes in the circulation of blood whenever drugs or fluids are given (in the course of a patient’s normal operation) that would be expected to cause a change in their heart and circulation. To do this we plan to monitor patients having major surgery using both devices at the same time and compare their measurements. We will also evaluate each device’s ease of use and check their accuracy by comparing them with the more invasive Pulmonary artery device in a smaller group of patients, who already require this for their operation.

This study may contribute useful information that might lead to the replacement of the highly invasive Pulmonary artery catheter with these lesser invasive devices in certain patients. For example, apart from open-heart surgery there are many types of operations where this sort of monitoring would be very helpful but in which the use of a Pulmonary artery catheter is not justified due to the higher risks.

The investigators of this study are anaesthetists from the Department of Anaesthesia at St Vincent’s Hospital Melbourne.

3.
What does participation in this research involve?

If you agree to participate in this project, the conduct of your anaesthetic and surgery will be unchanged apart from the insertion of a probe into the oesophagus which is a tube that connects the throat to the stomach, also known as the gullet.  It is performed when you are under anaesthesia and is removed prior to you waking up from your surgery.  

4.
What are the possible benefits?

We cannot guarantee or promise that you will receive any benefits from this research, however, possible benefits may include providing information that may help your anaesthetic doctor with decisions to give fluid or medications during the operation.
The information collected in this study may be used to help future patients. There will be no clear benefit to you from your participation in this research.
5.
What are the possible risks?

There are no risks associated with the VigeleoTM, as it analyses information from a monitor which is routinely used for your operation. There is a theoretical risk of significant injury to the mouth, throat and oesophagus during insertion of the oesophageal Doppler probe (CardioQTM )  However in practice it has an excellent safety record after extensive use. It has been used worldwide (including the UK, USA and Europe) over 200,000 times and there have been NO reports of serious injury ever.

6.
What if new information arises during this research project?

During the research project, new information about the risks and benefits of the project may become known to the researchers. If this occurs, you will be told about this new information and your doctor will discuss whether this new information affects you.

7.
Can I have other treatments during this research project?

Yes.  This project will not affect your treatments, such as medications, in any way.

8.
Are there alternatives to participation?

If you choose not to participate in this technique you will still have your standard anaesthetic technique and monitoring as indicated by your surgery.
9.
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 don’t have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage.

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 St Vincent’s Hospital.

Before you make your decision, a member of the research team will be available so that you can ask any questions you have about the research project. You can ask for any information you want. Sign the Consent Form only after you have had a chance to ask your questions and have received satisfactory answers.
10.
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 result in any collection of data related to your case being disposed of in a confidential manner.

11.
Could this research project be stopped unexpectedly?

No.  There are no results that would prompt cessation of the project.

12.
What will happen when my participation in this research project ends?

Your involvement will cease without any ongoing effects or requirements.

13.
How will I be informed of the results of this research project?

When the research project is completed the results will be compiled in a written report and published.  You may request that a Plain English summary be sent to you upon completion of the project.

14.
What else do I need to know?

· What will happen to information about me?

Any information obtained in connection with this research project that can identify you will remain confidential and will only be used for the purpose of this research project. If you give us your permission by signing the Consent Form, we plan to share, discuss and publish the results for the benefit of other patients and anaesthetists.  In any publication, information will be provided in such a way that you cannot be identified, as only coded information will be used. Your name will not be used in any circumstances.

All information collected during this study will be stored in a secure location in the Department of Anaesthesia, St Vincent’s Hospital, Melbourne.  All electronic data will be maintained in password protected files. Only staff with direct involvement in this study will have access to this information.  The information will remain in storage for 7 years and then destroyed so as to maintain confidentiality. You may access information relating to you.

· How can I access my information?

In accordance with relevant Australian and/or Victorian privacy and other relevant laws, you have the right to access the information collected and stored by the researchers about you. You also have the right to request that any information with which you disagree be corrected. Please contact one of the researchers named at the end of this document if you would like to access your information.

· What happens if I am injured as a result of participating in this research project?

If you suffer an injury as a result of participating in this research project, hospital care and treatment will be provided by the public health service at no extra cost to you if you elect to be treated as a public patient. 

· Is this research project approved?

The ethical aspects of this research project have been approved by the Human Research Ethics Committee of St Vincent’s Health.  

This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007) produced by the National Health and Medical Research Council of Australia. This statement has been developed to protect the interests of people who agree to participate in human research studies.

· Complaints 
If you have any complaints about any aspect of the study or the way in which it is being conducted you may contact the Patient Representative at St. Vincent’s Health via the hospital switchboard on 9288 2211. You will need to tell the Patient Representative the name of the person who is noted above as principal investigator. 

· Research Participant Rights 
If you have any questions about your rights as a research participant, then you may contact Executive Officer Research at St. Vincent’s Health on Telephone: 9288 3930.

15.     Consent 


St Vincent’s Hospital, Melbourne

Consent Form
 I have read, or have had read to me in a language that I understand, this document and I understand the purposes, procedures and risks of this research project as described within it.

I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to St Vincent’s Hospital concerning my disease and treatment that is needed for 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. 

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

Participant’s name (printed) ……………………………………………………

Signature







Date

Name of witness to participant’s signature (printed) ………………………………………  

Signature







Date

Declaration by 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.

Researcher’s name (printed) ……………………………………………………

Signature







Date

* A senior member of the research team must provide the explanation and provision of information concerning the research project. 

16.
Who can I contact?

The person you may need to contact will depend on the nature of your query. Therefore, please note the following:

For further information or appointments:
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:

Name:
 Dr Tuong Phan

Role: the Principal Researcher

Telephone: 9288 2211 (Business Hours pager 1356, After Hours ask for mobile phone number)

Name: Ms Simone Said

Role: Research Nurse

Phone: 9288 2211

Name: Dr Roman Kluger

Role: Consultant Anaesthetist

Phone: 9288 2211

For complaints:

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:  

Name:Dr Andrea Johannesen
Position: Executive Officer, Research


Telephone:
9288 3930
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