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Thank you for taking the time to read this Parent/Guardian Information Statement.  We would like to invite your child to participate in a research project that is explained below.  This document is 5 pages long.  Please make sure you have all the pages. 
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.  
If you would like your child to take part in the research project, please sign the consent form at the end of this information statement.  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 form to keep. 
1. What is the research project about?

	The first step in treating children with severe infections is giving intravenous fluids. This helps improve blood flow to vital organs. Too much intravenous fluid, however, may be harmful and cause difficulties with breathing. At the moment, it is unclear when to stop giving intravenous fluids and move on to other treatments. This project will help doctors decide when the correct amount of intravenous fluid has been given. No studies to date have identified the correct amount of intravenous fluid to give for serious infections. 

We hope around 50 children between the ages of birth and 18 years will take part in this project. 


2. Who is funding this research project?

	This research project is funded by the Emergency Department at The Royal Children’s Hospital.
	


3. Why is my child being asked to be in this research project?

	Your child is being asked to participate in this research project because he/she requires intravenous fluids as part of their treatment in the Emergency Department.


4. What does participation in this research involve?
	As part of your child’s routine treatment in the Emergency Department, he/she will have their heart rate and blood pressure monitored and recorded, and, as decided by his/her doctor, will be given intravenous fluids to help fight their infection.  This will be done whether or not they take part in this research project.

The following things will be done as part of the research project by the study researchers– they are not part of standard treatment and care and do not involve the clinical team looking after your child.

1. We will do an ultrasound of your child’s heart and lungs. An ultrasound uses sound waves (that the human ear cannot hear) to make a picture of various parts of the body.  We will put some gel on their chest and tummy before completing the ultrasound. 
2. We will get a video recording of your child’s breathing and blood flow to their skin. This will be two five second video clips performed using a hand-held recording device. An area the size of your hand will be recorded in two locations. Your child will not be identifiable in these recordings.
3. After the intravenous fluid has been given, we will repeat the ultrasound of your child’s heart and lungs and repeat the video recordings.

We will also access and use the information collected about your child’s blood pressure and heart rate for use in this project. 

The study procedures take about 5 minutes to perform, and will be performed at the same time as their standard care. The study procedures will not delay standard care. The study procedures are performed at your child’s bedside.




5. What are my child’s alternatives to taking part?

	Participation in a research project is voluntary.  Your child does not have to take part in this project if you do not want them to.

You and your child can change your mind and withdraw from the study at any time without giving a reason.  If your child withdraws from the study we will use any information already collected unless you tell us not to. 

Your decision will not affect any treatment or care your child gets, or your family’s relationship with The Royal Children’s Hospital.  


6. What are the possible benefits for my child and other people in the future?

	There are no direct benefits to your child for participating in this research project. The likely benefits are to people in the future.  We hope this research will help us more accurately give the right amount of fluids for children with severe infections. 


7. What are the possible risks, side-effects, discomforts and/or inconveniences?

	There are no added risks for participation in the study. Your child will get the same care as you would otherwise get. It will not delay any treatments or prolong your child’s stay in the Emergency Department. In the unlikely event that something incidental is found during the ultrasound of your child’s heart and lung’s, he/she will be referred to an appropriate specialist for further investigation. If something unexpected and of clinical relevance is found during any of the study procedures, the treating team will be notified of these findings.


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

	Any information we collect for this research project that can identify your child will be treated as confidential.  We can disclose the information only with your permission, except as required by law. 

All information will be stored securely in the Emergency Department at The Royal Children’s Hospital. Video recordings will be stored on secure password protected computer.
The following people may access information collected as part of this research project: 

· the research team involved with this project

· The Royal Children’s Hospital Human Research Ethics Committee

The information will be re-identifiable.  This means that we will remove your child’s name and give the information a special code number.  Only the research team can match your child’s name to their code number, if it is necessary to do so.
We will keep the information until the youngest child in the study turns 25 years old. After this time, it will be destroyed.

In accordance with relevant Australian and/or Victorian privacy and other relevant laws, you have the right to access and correct the information we collect and store about your child.  Please contact us if you would like to access this information.

When we write or talk about the results of this project, information will be provided in such a way that your child cannot be identified.  The results of this research will be used by the student researcher Dr Elliot Long to obtain a Doctor of Philosophy degree.


9. Will we be informed of the results when the research project is finished?

	We will send you a summary of the overall project results.  The summary will be of the whole group of participants, not your child’s individual results.  


	


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:
	Dr Elliot Long

	Contact telephone:
	03 9345 7901


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: 

Director, Research Development & Ethics, The Royal Children’s Hospital Melbourne on telephone: (03) 9345 5044.
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· I have read, or had read to me in my first language, the information statement version listed above and I understand its contents.

· I believe I understand the purpose, extent and possible risks of my child’s involvement in this project.

· I voluntarily consent for my child to take part in this research project.
· I have had an opportunity to ask questions and I am satisfied with the answers I have received.

· I understand that this project has been approved by The Royal Children’s Hospital Melbourne Human Research Ethics Committee and will be carried out in line with the National Statement on Ethical Conduct in Human Research (2007).

· I understand I will receive a copy of this Information Statement and Consent Form.
	Child’s Name
	
	
	
	


	Parent/Guardian Name
	
	Parent/Guardian Signature
	
	Date


	Name of Witness to Parent/Guardian’s Signature
	
	Witness Signature
	
	Date


Declaration by researcher: I have explained the project to the parent/guardian who has signed above, and believe that they understand the purpose, extent and possible risks of their child’s involvement in this project.

	Research Team Member Name
	
	Research Team Member Signature
	
	Date


Note: All parties signing the Consent Form must date their own signature.
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