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	Research Project Title:
	Establishment of a Juvenile Idiopathic Arthritis Biobank


Thank you for taking the time to read this Information Statement.  This Information Statement and Consent Form is 6 pages long.  Please make sure you have all the pages.

For people who speak languages other than English: If you would also like information about the research and Consent Form in your language, please ask the person explaining this project to you.

You are invited to participate in a research project that is explained below.

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 to decide whether or not you would like to take part in the research.

Please read this Information Statement carefully.  You can ask us questions about anything in it.  You may want to talk about the project with your family, friends or health care worker. 

Participation in this research project is voluntary.  If you don’t want to take part, you don’t have to.  You can withdraw from the project at any time without explanation and this will not affect your access to the best available treatment options and care from the Royal Children’s Hospital.
Once you have understood what the project is about, if you would like to take part please sign the consent form at the end of this information statement.  You will be given a copy of this information and consent form to keep.

This project involves:
 FORMCHECKBOX 
  taking of Blood and/or Tissue
 FORMCHECKBOX 
  Genetics





1. What is the research project about?

	Juvenile arthritis belongs to a group of illnesses called autoimmune diseases. In autoimmune diseases an abnormal reaction of the immune system causes inflammation in body tissues even if no infection is present. In Juvenile Arthritis, the inflammation is present in the joints and other body tissues. This leads to characteristic symptoms such as joint pain and swelling, stiffness, difficulty moving and sometimes fevers and rashes. 

It is estimated that more than 900 children in Victoria under the age of 18 years have Juvenile Arthritis. About 100 children develop Juvenile Arthritis each year in Victoria. 

This research project aims to identify the reasons Juvenile Arthritis occurs among Victorian children. We hope that over time 1000 children with Juvenile Arthritis and their families will take part in this project. We want to improve knowledge on how to prevent Juvenile Arthritis and other immune disorders in childhood.  We hope to do this by comparing children and their families who do have these diseases to those who do not with regard to their early life environment and their genetic constitution. In this way, we hope to improve the current advice we can give on how to prevent a child developing Juvenile Arthritis and other immune problems in our modern world as well as to improve the treatments for Juvenile Arthritis. 


2. Who are the researchers?

	· Dr Jane Munro is a children’s doctor and a rheumatology specialist at the Royal Children’s Hospital. 
· Dr Jonathan Akikusa is a children’s doctor and a rheumatology specialist at the Royal Children’s Hospital.

· Dr Roger Allen is a children’s doctor and a rheumatology specialist at the Royal Children’s Hospital.

· Ms Sarah Macnee is a nurse who is the Rheumatology Research Co-ordinator at the Murdoch Childrens Research Institute.

· Dr Justine Ellis is a genetic science researcher at the Murdoch Childrens Research Institute.

· Dr Jeff Craig is a genetic science researcher at the Murdoch Childrens Research Institute. 
· Dr Richard Saffery is a genetic science researcher at the Murdoch Childrens Research Institute. 
· Professor Anne-Louise Ponsonby is an Epidemiologist and researcher at the Murdoch Childrens Research Institute.  

· Associate Professor Jane Halliday is an Epidemiologist and researcher at the Murdoch Childrens Research Institute.  
· Professor Noel Cranswick is Director of the Australian Paediatric Pharmacology Research Unit at the Royal Children’s Hospital.


3. Why am I being asked to be in this research project?

	We are asking you to take part because you are under the age of 18 years and you have Juvenile Arthritis.


4. What do I need to do to be in this research project?

	We would like both you and a parent/guardian to take part in an interview. The interview will take about one hour and will be held at the Royal Children’s Hospital. 
At the interview, we will ask you both some questions about your medical and life history. 

Following the interview we would like to examine you.  We would like to:
· Assess your skin type.
· Measure your height and weight.
· Take a 5 to 10 ml blood sample (about 1 to 2 teaspoonfuls) from you to see what viruses you might have had in the past, and to learn how your immune system is functioning.  We will look to see if there have been particular changes in your DNA that might be relevant to developing immune diseases such as JIA.
We will ask you to decide whether you would like your blood sample to be used:
· only in this research project; 
or 

· in this project and in further ethically-approved research to understand how to prevent child immune disorders, without us re-contacting you for consent to use the blood sample again; 
or

· In this project and in any future ethically-approved research projects, without us re-contacting you for consent to use the blood sample again.
We will respect your decision and will only use the blood sample as you have asked for it to be used.


5. What are my alternatives to taking part in this project?

	You do not have to take part in this project if you do not want to. Participation is voluntary. If you agree to take part, you are free to change your mind at any time and withdraw from the project. If you decide you do not want to take part, or withdraw from the project, it will not affect any current or future medical care or treatment provided by the Royal Children’s Hospital.  


6. What are the possible benefits for me?

	There are no direct benefits. 
Being part of this research may make participants feel part of the larger effort working towards a solution for Juvenile Arthritis.  This may help a child with Juvenile Arthritis and their family feel more positive about and proactive towards their arthritis care.  It may also give participants a greater understanding and appreciation of the importance of medical research.


7. What are the benefits for other people in the future?

	The findings could help us learn more about trying to prevent Juvenile Arthritis among children and help find new treatments.


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

	We do not expect there to be any major risks, side-effects or discomforts.
There is a possibility that you may feel some discomfort during the blood test. We will try, where possible, to take a blood sample for this research project at the same time as other blood tests are being performed. We can use a cream to numb your skin before the blood sample is taken. It is possible some bruising may occur at the needle site. To minimise any problems, the samples will be taken by a trained child health research nurse. 


9. What are the possible inconveniences?

	The possible inconvenience is the time it takes for you to complete the interview, the skin and physical examination, and for the blood sample to be taken. If you have incurred parking fees or travel expenses in taking part in this project, we will reimburse you up to $20.


10. What will be done to make sure my information is confidential?

	Any information we collect from you will remain confidential.  We will use this information only for the purposes for which you have given consent for it to be used.  Only the researchers involved with this project and the Royal Children’s Hospital Ethics Committee can have access to this information.  We can disclose the information only with your permission, except as required by law. 

You have the right to look at, and ask for correction of, your information in accordance with the Freedom of Information Act 1982 (Vic).

The information you give us will be re-identifiable. This means that we will remove your name and give the information a special code number. Only the research team will be able to break the code to match your name to your code number.

All information will be stored securely in a locked filing cabinet in the Population Health work area at the Murdoch Childrens Research Institute.  Your information will also be stored on a password-protected computer database.  

Your blood sample will be kept in a freezer in a locked laboratory at Murdoch Childrens Research Institute. It will be marked with a special code number. Only the research team will be able to break the code to match your name to your code number. 
We will keep the paper information until you turn 25 years of age. 
If you have given your consent for us to keep your blood test for use in another research project, we will keep it once this research project is finished.  If you haven’t given consent for us to use it again, we will destroy the blood sample.

When we write or talk about the results of this project, we will report information about the whole group of participants.  This means that no one will be able to identify you.


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

	The overall results (at a group level, where no one will be able to identify any individual participant) will be published in the medical journals.  We will also send all participants a report saying what we have found overall in the research at the end of the study.  We will not report on 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:
	Sarah Macnee, Rheumatology research coordinator

	Contact telephone:
	9345 6437 (pager number to be provided when confirmed)


If you have any concerns about the project or the way it is being conducted, and would like to speak to someone independent of the project, please contact:

Head of Department

Ethics and Research Department
Human Research Ethics Committee

The Royal Children's Hospital

Telephone: (03) 9345 5044
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CONSENT FORM FOR PARTICIPANT TO GIVE INFORMED CONSENT 
TO TAKE PART IN A RESEARCH PROJECT
	HREC Project Number:
	

	Research Project Title:
	Establishment of a Juvenile Idiopathic Arthritis Biobank


	Researcher(s):
	Jane Munro, Justine Ellis, Roger Allen, Jonathan Akikusa, Sarah Macnee, Anne-Louise Ponsonby, Jeff Craig, Richard Saffery, Noel Cranswick, Jane Halliday


	I (name)
	


	voluntarily consent to take part in the above research project explained to me by


	Mr/Ms/Dr/Professor
	


· I believe I understand the purpose, extent and possible effects of my involvement in this project.
· I have been asked if I would like to have a family member or friend with me while the project was explained.
· I have had an opportunity to ask questions and I am satisfied with the answers I have received.
· I understand that the researcher has agreed not to reveal results of any information involving my medical history, subject to legal requirements.
· If information about this project is published or presented in any public form, I understand that the researcher will not reveal my identity.
· It has been explained that my involvement in this project may not be of any benefit to me.

· I understand that if I refuse to consent, or if I withdraw from the project at any time without explanation, this will not affect my access to the best available treatment options and care from The Royal Children's Hospital.
· I understand that this project follows the guidelines of the National Statement on Ethical Conduct in Human Research (2007).
· I understand that this project has been approved by the Royal Children’s Hospital Ethics in Human Research Committee.

· I understand I will receive a copy of this consent form and Participant Information Statement.
	Signature
	
	Date
	


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

	Witness signature
	
	Date
	


I have explained the project to the participant who has signed above, and believe that they understand the purpose, extent and possible effects of their involvement in this project.
	Researcher’s Signature
	
	Date
	


Note: All parties signing the Consent Form must date their own signature.
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PARTICIPANT CONSENT FORM FOR RESEARCH INVOLVING

BLOOD OR TISSUE OR GENETIC SAMPLES
	HREC Project Number:
	


	Research Project Title:
	Establishment of a Juvenile Idiopathic Arthritis Biobank


	Researcher(s):
	Jane Munro, Justine Ellis, Roger Allen, Jonathan Akikusa, Sarah Macnee, Anne-Louise Ponsonby, Jeff Craig, Richard Saffery, Noel Cranswick, Jane Halliday


	I (name)
	


	voluntarily consent to (tick one box below)

	 FORMCHECKBOX 

	The taking of a blood/tissue sample for use in this research project only.

	 FORMCHECKBOX 

	The taking of a blood/tissue sample for use in this research and any further ethically-approved research to understand how to prevent child immune disorders.

	 FORMCHECKBOX 

	The taking of a blood sample for use in this research project and future ethically-approved research projects.  I understand that I WILL NOT be re-contacted when my blood sample is used in future research and by consenting now, I consent to all future uses of my blood sample.


	Signature
	
	Date
	


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

	Witness signature
	
	Date
	


I have explained the project to the participant who has signed above, and believe that they understand the purpose, extent and possible effects of their involvement in this project.
	Researcher’s Signature
	
	Date
	


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