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Introduction

Brief introduction inviting participation

Background to experiment

A simple account of the rationale for doing the study and why this patient has been selected to participate 

Description of Experiment - methods and demands

Under this heading the following, is required:

· Describe the procedures to be followed, how long they will take and their frequency

· Whether follow-up will be required and at what time periods

· Use of placebos should be disclosed

Risk & Discomfort

· A description of the discomforts and inconveniences that might reasonably be expected

· Describe all foreseeable risks and the likelihood of their occurrence
Benefits

· Describe any benefits that might reasonably be expected

Alternative treatment

· Describe the availability of alternative treatments

Withdrawing from the Study

A phrase similar to the following must be included

My decision whether or not for my child to participate will not prejudice their future relations with the QLD Children’s Health Services (RCH).  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.

Confidentiality

The following needs to be included:

· Information regarding de-identification of data collected (coding etc)

· Research data may be reviewed by company sponsor, whether it is identifiable or de-identified.

· Research data may be accessed by auditors, ethics committee or regulatory authorities

· Research data gathered from the results of the study may be published, however identifying data is not used

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.

Contact

A phrase similar to the following must be included

The QLD Children’s Health Services (RCH) Human Research Ethics Committee (HREC) has approved this study. Should you wish to discuss the study with someone not directly involved, in particular, any matters concerning policies, information about the conduct of the study or your rights as a participant, or you wish to make a confidential complaint, at any time, you may contact the Co-ordinator of the Ethics Committee on 3636 9167.  If this phone is unattended, please leave a message and your call will be answered as soon as possible.
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