[image: image1.jpg]The Royal Children’s @

Hospital Melbourne




Flemington Road, Parkville 


Victoria, Australia, 3052


Telephone
(03) 9345 5522


ISD
(+613) 9345 5522


Facsimile
(03) 9345 5789


Web
www.rch.org.au
PARTICIPANT INFORMATION STATEMENT
AND CONSENT FORM
	HREC Project Number:
	29008
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Thank you for taking the time to read this Information Statement.  This Information Statement and Consent Form is 4 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.

1. What is the research project about?

	Head size and shape changes dramatically during childhood.  This project aims to collect information on children with normal head size and shape, so that we can understand the range of features that characterises a ‘normal’ head size and shape.  

This information will be used in the future to help us understand more about children who have medical conditions that affect their head size and shape.  

Participants with a known genetic disorder, cerebral palsy, spina bifida, growth disorder, an acquired skull or facial deformity are excluded from participating in the project.  

We hope around 1900 children aged between 3 months and 18 years of age will take part in this project.  
The 3D photographs taken for this project will form a normative databank.


2. Who are the researchers?

	· The Department of Plastic and Maxillofacial Surgery and the Educational Resource Centre at The Royal Children’s Hospital, Melbourne.


3. Who is funding this research project?

	This research is being funded by The Royal Children's Hospital
	


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

	We are asking you to take part because we want to measure the head size and shape of people aged 3 months through to 18 years.
	


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

	We would like you to have a three-dimensional (3D) photograph taken of your head.  This photo is similar to standard digital photography.  This session will take place either at The Royal Children's Hospital or at your school and will take approximately 10 minutes of your time.  
	


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

	You do not have to take part if you do not want to.  If you choose not to be in this project, it will not affect any current or future treatment or care your child may receive at the Royal Children's Hospital.  
	


7. What are the possible benefits for me?

	There are no direct benefits for you.  We will give you a copy of the 3D image of your head on a CD, which can be viewed on a standard computer screen.
	


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

	Yes, there is likely to be benefit to other children in the future.  This information will be used to help us understand more about children who have medical conditions that affect their head size and shape.  
	


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

	We do not expect any risks or side-effects associated with your participation in the project.  Most children do not experience discomfort from having their photograph taken.  Should you become upset or distressed during the photography session, we will stop the session.  We can discuss whether you would like to re-schedule the session.

In the unlikely event that you suffer an injury as a result of participating in this project, treatment will be provided by the public health service at no cost to you.  
	


10. What are the possible inconveniences?

	The only inconvenience is the time taken to photograph you (approximately 10 minutes) and for you to complete the questionnaire (approximately 10 minutes).  This will take place at The Royal Children's Hospital or at your school.  We will organise the session at a time that is most convenient for you.
	


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

	Your photograph will be stored on a password-protected computer and identified by code number only.  Your name will not be attached to the photograph.  This information will only be accessible to the researchers of this project and the Royal Children’s Hospital Ethics Committee. Photographs will be analysed using a computer program so that we have measurements for normal head size and shape.  Once this analysis is finished, you will not be able to recognise the original faces.  The results of this analysis may be shared with other institutions to help them measure normal head shape.  

Also, you can consent to your photograph from the study to be used for education, training and research e.g. conference presentations.  This photo will be recognisable.  (There is an optional tick box on the last page if you would like your photograph to be used this way.) 

The information provided by you will remain confidential, except as required by law.  Your research information will be securely stored for an indefinite period at The Royal Children's Hospital. 

Any published results will not contain your name.  


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

	When the project is finished the results will be made available on a web page at the Royal Children's Hospital.
	


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:
	Susanne Williams

	Contact telephone:
	9345 7074


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:
	29008


	Research Project Title:
	Measuring head size and shape in children.


	I (Participant name)
	


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


· I believe I understand the purpose, extent and possible effects of involvement in this 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 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.

· I understand that I will be photographed and group level or normative data may be shared with other institutions as explained (ie. no identifiable information).
· I understand that my photograph will be included in a databank of 3D images.

	 FORMCHECKBOX 

	I give consent to be photographed, for the use and release of the individual identifiable image (for use in publications, conferences or educational purposes etc) as explained.


	Participant Signature
	
	Date
	


Print name of witness to parent/guardian’s signature _____________________________________________
	Witness Signature
	
	Date
	


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


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