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Thank you for taking the time to read this Parent/Guardian Information Statement and Consent Form.  We would like to ask your child to participate in a research project that is explained below.
It is ok to say no
What is an Information Statement?

These pages tell you about the research project.  It explains to you clearly and openly all the steps and procedures of the project.  The information is to help you decide whether or not you would like your child to take part in the research.  Please read this Information Statement carefully.

Before you decide if you want your child to take part or not, you can ask us any questions you have about the project.  You may want to talk about the project with your family, friends or health care worker.  

Important things to know

· It is your choice whether or not your child can take part in the research.  You do not have to agree if you do not want to.

· If you decide you do not want your child to take part, it will not affect the treatment and care your child receives through Children’s Health Queensland

If you would like your child to take part in the research project, please sign the consent form provided by the Researcher.  By signing the consent form you are telling us that you:  

•
understand what you have read

•
had a chance to ask questions and received satisfactory answers

•
consent to your child taking part in the project

We will give you a copy of this information and consent form to keep.

Body of Information Sheet:

1. What is the research project about?

The aim of this study is to see whether we can use a microdialysis catheter to monitor vascular endothelial function in children needing cardiac catheterization (control group) or surgery for congenital heart defects (experimental group). Cardiac surgery often requires cardiopulmonary bypass, and children undergoing this procedure develop a generalized inflammatory response. The cells lining the blood vessels in the body become leaky and sticky. This response can contribute to complications after surgery and delay recovery. Reducing this inflammatory response could save many children from these complications. Current best practice provides sophisticated supportive care for critically-ill patients, but does not examine causal factors, and clinical care is provided in response to symptoms rather than evidence. This study may have major clinical significance and has the potential to improve patient outcomes with critical illness.

2. Why is my child being asked to take part?
Your child is going to have an operation on their heart or a cardiac catheter procedure. We are asking all parents with children that are having either surgery on their heart or a cardiac catheter to take part in this study. 

3. Do I have to take part in this study? 
Your child’s participation in this study is entirely voluntary. If you decide that you do not wish your child to take part in this study, then your child will receive care as planned, with standard care post-procedure.

4. What does the study involve?
If your child does take part in this study, your child will receive standard care for a cardiac catheter or cardiopulmonary bypass; however, while they are under the general anaesthetic, a microdialysis catheter will be placed by research personnel under the supervision of the anaesthetist and cardiologist/cardiac surgeon. Microdialysis has been used for 20 years as a research tool to monitor patients. The microdialysis catheter is like an intravenous cannula, but it is placed in the skin and not in a vein. The catheter will be perfused with salt solution so it doesn’t get blocked, and fluid samples will be collected every 2-4 hours for analysis in the laboratory. The total amount of fluid taken from the microdialysis catheter will be approximately 10mL in total. 
At certain times during a cardiac catheter / cardiopulmonary bypass and during the post-operative phase, blood tests will be taken for continued routine monitoring. Most of these blood tests are part of the standard care your child would receive if they were not taking part in the study. These samples will be taken from the standard arterial line placed in all children undergoing cardiac catheterisation and heart surgery. This means that other than the microdialysis catheter, there will be no additional invasive procedures (e.g. needles) and no pain associated with blood tests. To find out how severe the inflammation in your child`s body is, we will take additional blood samples from your child – in the operating theatre, upon arrival at the intensive care unit, and again 12 and 24 hours later. The total amount of blood taken during the whole study is approximately 10 mL, which is much less than the routine blood tests taken in the operating theatre and intensive care unit for standard clinical procedures. We do not anticipate any additional risks for your child from these blood tests.

The blood will be stored in a laboratory, allowing us to use the most modern techniques to look for inflammatory markers and genetic factors in the blood which may influence the way your child responds to cardiac surgery and therapy for cardiac surgery. Some of your child’s blood may be sent to other laboratories in Brisbane (The University of Queensland), or to other laboratories in Australia and overseas. All study blood tests will be labelled with a study number, and not the name of your child, to ensure confidentiality. Your child’s samples may be used for future research studies to improve the care provided to critically ill children.

We also ask that you complete a short questionnaire before your child is discharged from the intensive care unit which will take approximately 5 minutes to complete that examines your satisfaction with involvement in this research project.
5. Who is funding the research project?
This project is funded by a National Health and Medical Research Council (NHMRC) grant ($665K) and a Financial Markets Foundation for Children grant ($147K). 
6. What if I wish to withdraw from the research project?

Your decision whether or not your child participates in this research will not prejudice their future relations with Children’s Health Queensland.  If you agree for your child to participate, then you are free to withdraw your consent and to discontinue participation at any time.  The decision to withdraw from the study will not affect their routine medical treatment or their relationship with the people treating them.
7. What are the possible benefits for my child and other people in the future?

Your child may not receive any direct benefit from this study. The results of the study may inform improved care of children in the future underdoing cardiac surgery. The inflammatory response caused by cardiac surgery results in complications after surgery and a prolonged hospital stay. Reducing this response may save many children from these complications. 
8. What are the possible risks or side-effects associated with the study?

There is a small risk associated with insertion of the microdialysis catheter similar to that of inserting an additional intravenous cannula. The microdialysis catheter is like an intravenous cannula, but it is placed in the skin and not in a vein. The catheter will be perfused with salt solution so it doesn’t get blocked, and fluid samples will be collected for analysis in the laboratory. To deliver any medications to your child it is normal to have drips and lines put into the artery and veins during a cardiac catheter procedure or cardiac surgery. The catheters and drips are inserted under general anaesthesia, and there are no other painful procedures involved in allowing your child to participate in this study. 

9. What will be done to make sure my child’s information is confidential?

This project is being carried out to National Health and Medical Research Council Ethical Guidelines standards. All data collected will be stored securely and only be accessed by researchers involved in the trial. At all times, including during data collection and afterwards in publication, we will ensure that the data collected is non-identifiable. This means that the data is anonymous and your child cannot be recognised from the data.

10. Who should I contact for more information?

If you would like more information about the project or if you need to speak to a member of the research team in an emergency please contact:

	Name:
	Mark G Coulthard or Debbie Long

	Contact telephone:
	0418 155 370 (Mark) or 3069 7211 (Debbie)

	Email:

	Mark.Coulthard@health.qld.gov.au or Debbie.Long2@health.qld.gov.au 


	HREC Information: 

The Children’s Health Queensland Hospital and Health Service Human Research Ethics Committee (HREC) has approved this study. If you have any concerns and/or complaints about the project, the way it is being conducted or your child’s rights as a research participant, and would like to speak to someone independent of the project, please contact the HREC Co-ordinator on:

3069 7002 or email CHQETHICS@health.qld.gov.au 

	Local Governance Contact Information:



	Name:
	Research Governance Office 
Level 7, Centre for Children’s Health Research
62 Graham Street
South Brisbane QLD 4101

	Contact telephone:
	07 3069 7003 or 3069 7008

	Email:

	CHQ_RGO@health.qld.gov.au 
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