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PARTICIPANT INFORMATION SHEET

Why are we doing the study?

[Include] Aims of the study and its significance. Any relevant background including what is already known.
What is the nature of the study?

[Include where applicable] State the study design (e.g. clinical trial, randomisation, blinding, placebo, cross-over); whether multiple sites/cities/countries are involved; whether the research project involves the establishment of a databank/biobank; whether the project involves genetic testing or collection of tissues or fluids, or completion of questionnaire(s). 
What will the study tell us?

[Include] How the project intends to fill any gap in knowledge; how it may contribute to care or education or research in the future; provide information on how/when participants will find out about the outcomes of the project.
Who is carrying out the study?

[Include] Name and position of Principal Investigator, local contact person (if applicable); names of sponsors and/or funding organisations.
What you will be asked to do if you decide to take part?

[Include where applicable] The nature, number, timing and time commitment of tests, procedures, visits and questionnaires; list of any lifestyle/dietary/medical restrictions associated with participation; nature, number and other details of any additional tissue/fluid samples to be collected; if samples are to be collected, state the measurements that will be made on them, whether they will be identifiable/de-identified, where/when they will be analysed/stored, disposed of, and/or archived/biobanked for future research; the nature of follow-up; duration of participant’s involvement; duration of the research project; for medical device trials, information should be provided about the mechanisms in place to monitor and track participants, detect any relevant adverse events and to enable remedial action if a significant defect is detected; for drug trials, state the drug dose and mode of administration.
What are the benefits and risks of taking part?

[Include where applicable] potential benefits to the participant and/or the community/society; the side-effects and risks of any treatment (including risks to the unborn child if appropriate); anaesthesia-related risks; risks associated with scans/radiation.
Do I have to take part?

[Edit as needed] Your participation is voluntary. If you do not wish to take part, you do not have to; your treatment at this Hospital will not be affected in any way. If you do decide to take part, you will be given a copy of this Participant Information Sheet to keep. If you decide to take part but later change your mind, you are free to withdraw from the project at any stage.
What are the costs?

[Edit as needed] There are no additional costs associated with participating in this research project, nor will you be paid. All medication, tests and medical care required as part of the research project will be provided to you free of charge. You may be reimbursed for any reasonable travel, parking, meals and other expenses associated with the research project visit.
What about my privacy?

[Include where applicable] Describe how participant’s privacy/confidentiality will be preserved (including any samples collected); state whether the data collected is individually identifiable, re-identifiable (coded) or non-identifiable; state where the data/information will be kept, 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. If the project is intended to/could yield information on genetic disorders (participant, children or family), then this should be stated and information should be provided regarding the participant’s rights; the risks related to application for future insurance/employment; the potential for the research to detect/generate information of social significance e.g. non-paternity or non-maternity; the availability of counselling regarding the possible consequences of consenting to this use of genetic material; provide information concerning the method of approach to relatives; If no information concerning genetic disease predisposition is to be made available to research participants, this should be clearly stated, noting all the implications; clarify whether feedback of information of potential significance to their relatives’ future health will be discussed with participants; provide assurance that the participant’s genetic material and information, where identified or potentially identifiable, will not be released for other uses without the participant’s prior consent, unless required by law; information should also be provided about the procedures to be followed in response to a request for access to stored genetic material/information generated by the research; state that, if consent for future research use is declined, the genetic material and information (unless de-identified) should be disposed of after a specified period following completion of the research. State that genetic registers will be established and conducted in accordance with the Guidelines for Genetic Registers and Associated Genetic Material (NHMRC, 1999).
What will happen to information about me?

[Edit as needed] Information about you may be obtained from your health records held at this and other health services for the purpose of this research. By signing the consent form you agree to the study team accessing health records if they are relevant to your participation in this research project. Any information obtained in connection with this research project that can identify you will remain confidential. Your information will only be used for the purpose of this research project, or as otherwise consented to, and it will only be disclosed with your permission, except as required by law. It is anticipated that the results of this research project will be published and/or presented in a variety of forums. In any publication and/or presentation, information will be provided in such a way that you cannot be identified.
Who has approved the study?

Women and Newborn Health Service/KEMH Human Research Ethics Committee.
Who to contact for more information about this study:
If you would like any more information about this study, please do not hesitate to contact one of the research team.  They are very happy to answer your questions.

Name


Title



Contact Number(s)
……..…

………….…..

………………………………….
Who to contact if you have any concerns/complaints about the study or its organisation?

If you have any concerns or complaints regarding this study, you can contact the Director of Clinical Services at KEMH (Telephone No: (08) 6458 2222).  Your concerns will be drawn to the attention of the Ethics Committee who is monitoring the study.

What to do next if you would like to take part in this research?
If you would like to take part in this research study, please read and sign the consent form provided.

THANK YOU FOR YOUR TIME AND CONSIDERATION
Footer: Include short document title, version number and date

