Sir Charles Gairdner gROUP
HUMAN RESEARCH ETHICS COMMITTEE

PARTICIPANT INFORMATION AND CONSENT FORMS (Genetics) – GUIDELINES

INTRODUCTION
All research involving genetics requires specific information to be provided to participants.  The Sir Charles Gairdner Group Human Research Ethics Committee (HREC) evaluates and approves Participant Information and Consent Form (PICF) documents in accordance with the National Statement on Ethical Conduct in Human Research (2007) and the Good Clinical Practice Guidelines of the International Conference of Harmonisation. 

Information about genetic research can be provided within the main information sheet or in a separate document. The consent for genetic research can also be included in the main consent form or provided as a separate form. The nature of the research study will determine the most appropriate format for the participant information sheet and consent form.
As this template is designed as a generic model, it may not be suitable for all research studies. It is a guide for the specific information that should be provided to participants in genetic studies.  Please feel free to add or delete information.  In all cases, the researcher must ensure that the template is properly adapted and worded for the purpose of the individual study.
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Sir Charles Gairdner Hospital

participant Information Sheet (Genetic)

Lay Title (or one sentence lay explanation of the study)

<<Title of Study>>

<<Researchers’ Names>>

Please take time to read the following information carefully and discuss it with your friends, family and general practitioner if you wish.  Ask us any question if some part of the information is not clear to you or if you would like more information. Please do this before you sign the consent form.  

Who is funding this study?

<<insert sponsor or grant funding agency details>>.

Contact persons:

Should you have questions about the study you may contact:

<<Name>>:

Phone No.
(after hours:)
<<Name>>:

Phone No. 
(after hours:)
What is the purpose of this study?

<<Explain, in plain language, the purpose of the study. Make sure you indicate whether the samples will only be used for this specific study or whether they will be kept for use in future studies.>>
What sort of tissue or blood sample/s are required?
<<Explain, in plain language, specifically what samples will be collected and the quantity if applicable e.g.20mL (1 tablespoon) of blood.>>
How will my tissue or blood samples be collected?
<<Explain how the samples will be collected and the risks and discomforts involved in collection.>>
Where will my tissue or blood samples be stored?
<<Explain, in plain language, exactly where the samples will be stored e.g. The Department of Microbiology, University of Western Australia.>>
How long will my tissue or blood samples be stored for?

<<Will the storage be:

· Current storage for specific use
· Long-term storage for specific use

· Long-term storage for unspecified use>>
Will I get my test results?

<<Explain if and how the participant can get their test results. If test results will not be made available explain why. In addition explain whether testing could reveal paternity or maternity? Indicate whether genetic counselling will be offered to participants (if relevant).>>
How will my privacy be maintained?

<<Indicate whether the material will be stored in an identified, re-identifiable or non‑identifiable manner (this has ramifications for communicating with participants regarding research results and also if the participant requests the sample be destroyed). Indicate whether the test results will be available to family members upon the participants request; upon the family’s request or under any other circumstance (specify). State that health information gathered from the use of the material relevant to family members will not be passed on without the consent of the participant.  State whether information about family members is required and that if relatives are to be approached consent will be first obtained from the participant>>
What if I change my mind?

<<Indicate whether the participant will be able to retrieve/destroy samples if they withdraw from the study or wish to at a later date.  Provide contact details for participant to arrange for retrieval or destruction of samples.>>
How will the sample be disposed of when it is no longer required?
<<The following statement could be included “It is important to note, as with all health information kept about you, that there may be circumstances where disclosure of your health information as kept for this study will be required by law, for example, as a result of a court order”.>>
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	CONSENT FORM


Lay Title (or one sentence providing a lay description of the study)

<<Title of Study>>

Researchers: <<Names>>

Participant Name:


Date of Birth: 


NOTE:  If you are still unclear about anything you have read in the Participant Information Sheet and Consent Form, please speak to your doctor before signing this Consent.

1. I have been given information, both verbally and in writing, about this study and having had time to consider it, am now able to make an informed decision to participate.

2. I have been told about the potential benefits and known risks of taking part in this study and I understand what this means to me.

3. I have been given the opportunity to have a member of my family or a friend with me when this study was being explained to me.  I have been able to ask questions and have had all my questions answered.

4. I know that I do not have to take part in the study and that I can withdraw at any time during the study without affecting my future medical care.

5. I understand that participating in this study does not affect any right to compensation, which I may have under statute or common law.

6. I accept that by taking part in this research, that any information obtained about me during the study may be published, provided that my name and other identifying information are not used.

Name of Participant
Signature of Participant
Date

Name of Researcher
Signature of Researcher
Date

The Sir Charles Gairdner Group Human Research Ethics Committee has given ethics approval for the conduct of this study.  If you have any ethical concerns regarding the study you can contact the Executive Officer of the Sir Charles Gairdner Group Human Research Ethics Committee on (08) 9346 2999.
All study participants will be provided with a copy of the Information Sheet and Consent Form for their personal records.
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