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Parent/Guardian Information Statement 
	Title
	

	Protocol Number
	

	Project Sponsor (if applicable)
	

	Coordinating Principal Investigator (CIP)/
 Principal Investigator (PI)
	

	Location (where CIP/PI will recruit)
	


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 decide you want your child to take part in the research project, you will be asked to sign the consent section. By signing it you are telling us that you:  
Understand what you have read
Consent to the child taking part in the research project
Consent for the child to have the tests and treatments that are described	
Consent to the use of the child’s personal and health information as described.
You will be given a copy of this Participant Information and Consent Form to keep.

Body of Information Sheet:
What is the research project about?
Briefly describe the following aspects of your project in simple terms and in only a couple of sentences for each point:
Aim of the study and its significance.
How your project intends to fill any gap in knowledge.
How it may contribute to care or education or research in the future.
Any relevant background including what is already known.
The current registration status of each drug/device to be used in the research.  Indicate whether the drug/device is approved for this indication or another. Also, distinguish between registration in Australia and overseas.
What does participation in this research involve?
Tables and diagrams may only be used if they enhance the comprehensibility of this section. Tables and diagrams should not be a substitute for written explanation.

Include information and clear explanation of the following:
A Consent form will be signed prior to any study assessments being performed
Initial steps
Screening for eligibility
Randomisation and blinding, use of a control group (including use of placebo) 
Procedures
All procedures
Nature, number, timing and time commitment of tests, procedures, visits and questionnaires (include scientific and lay measurements of samples to be taken)
Nature, number and other details of any optional tissue samples to be collected (see further instructions in Section 10)
Nature of follow-up
Duration of participant’s involvement (including follow-up)
Duration of the research project (if this is different from their involvement)
Device monitoring (if applicable). In the case of medical device trials, information should be provided about the mechanisms in place to track participants for the lifetime of the device, to detect any relevant adverse events and to enable remedial action if a significant defect is detected.
How the research will be monitored [NS 2.2.6(b)]
The commitment required of the participant and the parent/guardian
If a drug: the dosage of the drug and method of administration
Who is funding the research project?
Any commercial sponsorship or funding needs to be disclosed to participants.
If there is student involvement with the project, this needs to be disclosed.


Compensation
Include whether any compensation will be provided in the event of injury caused by study and that the participant has had opportunity to review these if desired.
Why is my child being asked to take part?
What does my child need to do in this research project?
Can my child withdraw from the project?
What if I wish to withdraw from the research project?
My decision whether or not for my child to participate will not prejudice their future relations with Children’s Health Queensland. If I decide for my child to participate, I am free to withdraw my 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.
[What will happen to the participants data already collected, if they wish to withdraw.]
What are the possible benefits for my child and other people in the future?
Describe any benefits that might reasonably be expected. Reference to the potential benefit to future patients may be appropriate, but should not be exaggerated.
Alternative Treatment 
For therapeutic research the parent/guardian should be told what other treatments are available and how the research differs from standard treatment. The important potential benefits and risks should be stated (this is an ICH GCP requirement).
What are the possible risks, side-effects, discomforts and/or inconveniences?
Risk & Discomfort
A description and quantitative explanation of the discomforts and inconveniences that might reasonably be expected
Describe all foreseeable risks and the likelihood of their occurrence
What will be done to make sure my child’s information is confidential?
The following needs to be included:
Information should be provided regarding the following:
Whether the data collected or used is individually identifiable, re-identifiable (coded) or non-identifiable
Where the data will be kept and who will have access to it
How long it will be stored and what will happen to the data at the end of the storage period (Refer to your institution’s policy on retention of study data for research involving children)
Whether the parent/guardian is being asked to provide consent to the use of the child’s data for this project only or for extended (related research) or unspecified (any future research) use 
Whether the research project involves the establishment of a databank


What will happen when the research project ends?
Provide details regarding any follow-up arrangements.
Provide information on how the parent/guardian will find out about the success of the project. State how, and approximately when, parents/guardians/participants will be provided with a summary of the results when the research project is completed.
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:			<insert name>
Position:		<insert position>
Contact telephone:	<insert contact phone number>
Email:			<insert email>

All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC).  

Reviewing HREC approving this research and HREC Executive Officer details.

	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 Office.
Name:			HREC Coordinator
Contact telephone:	(07) 3069 7002
Email:			CHQETHICS@health.qld.gov.au

	Local Governance Contact Information:
Name:			Research Governance Officer
Contact telephone:	<insert contact phone number>
Email:			<insert email> - must be generic address
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