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PARTICIPANT INFORMATION SHEET 

CLINICAL RESEARCH/RESEARCH PROJECT 

Study Title:

Protocol Number:

Sponsor:

Principal Investigator:

Research Site/s:

Before you decide whether or not you wish to participate in this study, it is important for you to understand why the research is being done and what it will involve. Please take the time to read the following information carefully and discuss it with others if you wish.

1. What is the purpose of this study?

The purpose is to 

2. Why have I been invited to participate in this study?

You are eligible to participate in this study if/because

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

Participation in this study is voluntary. It is completely up to you whether or not you participate. If you decide not to participate, it will not affect the treatment you receive now or in the future. Whatever your decision, it will not affect your relationship with the staff caring for you.

New information about the intervention being studied may become available during the course of the study. You will be kept informed of any significant new findings that may affect your willingness to continue in the study. If you wish to withdraw from the study once it has started, you can do so at any time without having to give a reason.

You may withdraw from the study at any time and for any reason or no reason. Please tell the study team that you wish to withdraw from the study. Information 
that has been collected about you, prior to your withdrawal, will continue to be used in the data analysis. No new information will be collected or used after you have withdrawn from the study. 
4. What does this study involve?

This study will be conducted over approximately XX weeks. The intervention being investigated in this study DOES/DOES NOT differ from the standard treatment. Sometimes health professionals don’t know the best way to treat patients with a particular condition so comparisons need to be made between different treatments and/or interventions. To do this, study participants are put into groups and given different treatments/interventions, and the results are compared to see whether one treatment/intervention is better than another.
5. How is this study being paid for?

The study is being sponsored by the name. Participation in this study will not cost you anything. Participants will not be paid for their involvement.
6. Are there risks to me in taking part in this study?

List all known risks

Any likely risks

However, it may not directly benefit you.

7. What if something goes wrong?

If you suffer any injuries or complications as a result of this study, you should contact the study team as soon as possible, who will assist you in arranging appropriate medical treatment. If you are eligible for Medicare, you can receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital.

In the event of loss or injury resulting from study participation, the parties involved in this study agree to be bound by the Medicines Australia Guidelines for Compensation for Injury Resulting from Participating in a Clinical Trial. A copy of these guidelines is available from the study staff or can be accessed online as follows: http://medicinesaustralia.com.au/files/2010/09/Clnical-Trials-Compensation-Guidelines.pdf 

8. Who is organising and funding the research?

This study is being conducted by the study team headed by [name
]. The study is being funded by [name
].

No investigator or member of research staff will receive a personal financial benefit from your involvement in this study. The study doctors declare no personal conflict of interest relevant to the undertaking of this study.
9. How will my confidentiality be protected?

Of the people treating you, name or necessary others eg medical staff involved in your care will know whether or not you are participating in this study. Any identifiable information that is collected about you in connection with this study will remain confidential and will be disclosed only with your permission, or except as required by law. Only the researchers named above will have access to your details and results that will be held securely at location in method of storage.
10. What happens with the results?

Results will be xxxx 

In any publication, information will be provided in such a way that you cannot be identified. Results will be provided to you, if you wish.

11. What happens to my treatment when the study is finished?

State what will happen when the study ends.

Decisions about your continuing care will be made in consultation between you and your treating doctor.

12. What should I do if I want to discuss this study further before I decide?

When you have read this information, the researcher name will discuss it with you and answer any queries you may have. You are also able to take this information away with you and discuss with your family, friends, treating doctor or any other person you choose. If you would like to know more at any stage, please do not hesitate to contact name on:

Mobile: xxxx        Email: xxxxx
13. Complaints
 and compensation

If you suffer any injuries or complications as a result of this research project, you should contact the study team as soon as possible and you will be assisted with arranging appropriate medical treatment. If you are eligible for Medicare, you can receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital.

There are two avenues that may be available to you for seeking compensation if you suffer an injury as a result of your participation in this research project:

· The pharmaceutical industry has set up a compensation process, with which the Sponsor [Full name of Australian corporate sponsor] of this research project has agreed to comply.  Details of the process and conditions are set out in the Medicines Australia Guidelines for Compensation for Injury Resulting from Participation in a Company-Sponsored Clinical Trial.  In accordance with these Guidelines, the sponsor will determine whether to pay compensation to you, and, if so, how much.  The research staff will give you a copy of the Guidelines together with this Participant Information and Consent Form.  If you have any questions about the Guidelines, please ask to speak to [Name of designated person, associated with the research trial or in the organisation, capable of explaining the Guidelines]
· You may be able to seek compensation through the courts

14. Who
 should I contact if I have concerns about the conduct of this study?

This study has been approved by the ACT Health Human Research Ethics Committee (or sub-committee). If you have any concerns or complaints about the conduct of this study, and do not feel comfortable discussing this with study staff, you may contact the Committee secretariat who is nominated to receive complaints about research projects. You should contact the secretariat on (02) 5124 5659 or ethics@act.gov.au 

Thank you for taking the time to consider this study.

If you wish to take part, please sign the attached consent form.

This information sheet is for you to keep. 

Additional items – please provide additional documents as required (please delete this paragraph prior to submission):

Consent to publish (med and non-med)

Consent to release data

Consent re digital recording

Low risk/survey PICF

Child assent
�Required statement


�Required statement


�This section is a required. The wording below is suggested. Please amend to suit your study. 


�Required statement


�Name of Principal Investigator 


�Name of funding body (grant/department/company/etc)


�Text under this heading is a required statement


�Text under this heading is a required statement
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