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Parent/Guardian Information Sheet
	HREC No:
	AU/1/750E210

	Project Title:
	Tympanometry in the Emergency Management of Children with Acute Otitis Media 

	Name of Investigators:
	Mark Scott, Prasanna Shirkhedkar, Clive Holloway

	Sponsor Details:
	Caboolture Hospital


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 Caboolture Hospital
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.
Invitation

Your child is invited to participate in a study to see whether Tympanometry can assist Doctors in managing children with Acute Otitis Media (AOM). Before you decide whether you wish to take part in this study, it is important for you to know why this research is being done and what it means to you. 
Background Information 

Acute Otitis Media (AOM) is a common reason for children to attend the Emergency Department and they are often given antibiotics. Not all children will benefit from this, and a watchful waiting approach with pain relief is effective in up to two thirds of cases. Reducing inappropriate antibiotic use is an important goal for healthcare, especially if other options are available. 
At the Caboolture Hospital Emergency Department, we are researching new ways of caring for children with AOM. The standard way relies on looking at the eardrum and asking some questions. The new way involves also testing the function of the middle ear by a test called Tympanometry, which puts a small puff of air into the ear canal. It is routinely used for Audiological testing and is a safe, quick and painless way to identify middle ear problems.  


What is the purpose of this study?

In this study, we want to know if Tympanometry will lead to a change in the prescription rate of antibiotics and the length of time you stay in the Emergency Department. The results of this study will be used to compare the prescription rate of antibiotics and the amount of time you spend in the Emergency Department between the old and the new way. 
 We will be asking at least 400 patients at the Caboolture Hospital Emergency Department to take part in the study. 

Why have I been invited to take part in this research project?
You have been invited to participate in this research because you came to the Emergency Department of the Caboolture Hospital. The Emergency Department (ED) Nurse told us that you might be able to help us as your child is suffering from an acute ear infection.

What if I don’t want to take part in this study or if I want to withdraw later?

Taking part in this research is voluntary. Your decision whether or not your child participates will not prejudice their future relations with any hospital or facility in Queensland Health.  If you decide for your child to participate, you are free to withdraw 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. 
You can pull out of the study at any time without having to give a reason.

What does the study involve?

If you consent to take part, an ED nurse will ask you some questions face-to-face.  This will include information such as your child’s age,  and history about their ears to ensure your child meets the participant requirements. The Audiologist  may perform a Tympanometry test on both ears. Tympanometry assesses the middle ear using a small probe placed at the entrance to the ear canal and using air pressure to move the eardrum slightly. It should take about 3 minutes at most and will not get in the way of your child receiving emergency care. 
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What is the alternative treatment option?

The standard process for investigating children with AOM involves asking questions, taking your childs temperature and looking into their ears. 




Are there any risks to my child taking part in this study?

Tympanometry is considered a low risk investigation. The only risk may be momentary discomfort while the tympanometry probe is placed at the ear canal.  

How will my child’s confidentiality be protected?

Your child’s name, address and any other personal information will not appear on any documents that are collected for this study. Research data may be accessed by auditors, ethics committee or regulatory authorities. 
We aim to publish the final study results in a public access journal article and on the Queensland Health Database of Research Activities (DoRA) and Australian and New Zealand  Clinical Trials Registry (ANZCTR). Your child will not be identifiable, nor will there be any mention of them specifically.
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:
	Dr Clive Holloway

	Contact telephone:
	07 5433 5769

	Email:

	clive.holloway@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:
	Vanessa Constable

	Contact telephone:
	(07) 3883 7243

	Email:

	vanessa.constable@health.qld.gov.au
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