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Participant Information Sheet/Consent Form
Health/Social Science Research – Person responsible consenting on behalf of particpant
Title
Cognition in Heart Procedures
Lead Researcher

Erica Tilley

Primary Supervisor

Dr Hannah Keage

Location
Royal Adelaide Hospital and University of South Australia.


Part 1 
What does my participation involve?

1
Introduction
You are invited to take part in this research project, Cognition in Heart Procedures. This is because your family member is undergoing a TAVI procedure at the Royal Adelaide Hospital.

If you decide you want to take part in the research project, you will be asked to sign the consent section. By signing it you are telling us that you:

· Understand what you have read

· Consent to take part in the research project

· Consent to the assessments and research that are described

· Consent to the use of your personal and health information as described

2 
What is the purpose of this research?
Our cognitive functions – that is, the way we think and remember – may change with age and our health status. This research aims to identify who will have difficulty with their thinking and memory after a TAVI. The research findings may have the potential to help prevent or provide better care for future patients who are most at risk of developing changes to their thinking or memory after their TAVI procedure.

The results of this research will be presented in conferences, published in academic journals and forms part of Erica Tilley’s doctoral studies.
3
What does participation in this research involve?
You will be required to complete a questionnaire about your family member. The questionnaire covers mood and behaviour and will take approximately 5-10 minutes.

4
Do I have to take part in this research project?
Participation in this research project is voluntary. If you do not wish to take part, you do not have to. If you decide to take part and later change your mind, you are free to withdraw from this project at any stage.

If you do decide to take part, you will be given this Participant Information and Consent Form to sign and you will be given a copy to keep.

Your decision whether to take part or not take part, or to take part and then withdraw, will not affect your family member’s routine treatment, their relationship with those treating them or their relationship with SA Health.

5
What are the possible benefits of taking part?
There will be no clear benefit to you or your family member from your participation in this research. However, it is hoped that the findings of this research will help future patients undergoing TAVI procedure by identifying which patients are most at risk of developing cognitive decline.

6
What are the possible risks and disadvantages of taking part?

You will be required to complete a questionniare that will take 5-10 minutes. There are no known risks associated with taking part in this research. 
Part 2
How is the research project being conducted?

7
What will happen to information about me?
Any information obtained in connection with this research project that can identify you will remain confidential. Data will be analysed and stored in a re-identifiable form. Data will be stored securely in paper and electronic form at the Cognitive Ageing and Impairment Neuroscience (CAIN) laboratory at the University of South Australia for seven years. Your information will only be used for the purpose of this research and it will only be disclosed with your permission, except as required by law. You have a right to access the information collected and stored by researchers about you. You also have a right to request that any information with which you disagree to be corrected.

8
What happens if I am injured?

The procedures that form part of the study are considered safe and an injury which is the result of participation in the study is very unlikely. However, you should be aware that the study has been indemnified by the University of South Australia, and that in the event of injury you also have the right to seek compensation through legal processes.
9
Complaints 

If you have in complaints regarding this research project please contact the study team as soon as possible.

10
Who is organising and funding the research?

This research is being conducted by Erica Tilley (PhD candidate, University of South Australia). No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).

11
Who has reviewed the research project?

All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC). The ethical aspects of this research have been approved by the HREC of Royal Adelaide Hospital (Reference number: ) and the University of South Australia Human Ethics Committee (Reference number: ). This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007). This statement has been developed to protect the interests of people who agree to participate in human research studies.

12
 Further information and who to contact

For further information please contact:

Erica Tilley

PhD Candidate and Lead Researcher

University of South Australia

Erica.tilley@mymail.unisa.edu.au
(08) 8302 9939

If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact:

Dr Hannah Keage

Primary Supervisor

University of South Australia

Hannah.keage@unisa.edu.au
(08) 83024340

Royal Adelaide Hospital Ethics Committee

Health.CALHNResearchEthics@sa.gov.au
(08) 8222 4139

Consent Form - Adult providing own consent
Title
Cognition in Heart Procedures
Lead Researcher

Erica Tilley

Primary Supervisor

Dr Hannah Keage
Location
Royal Adelaide Hospital and University of South Australia.
Declaration by Participant

I have read the Participant Information Sheet or someone has read it to me in a language that I understand. 
I understand the purposes, procedures and risks of the research described in the project.

I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to participate in this research project as described and understand that I am free to withdraw at any time during the project without affecting the future care of my family member.
I understand that I will be given a signed copy of this document to keep.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	  Date
	
	

	


Declaration by Researcher†

I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.
	

	
	Name of Researcher† (please print)
	
	

	
	

	
	Signature
	
	  Date
	
	

	


† An appropriately qualified member of the research team must provide the explanation of, and information concerning, the research project. 

Note: All parties signing the consent section must date their own signature.
Form for Withdrawal of Participation - Adult providing own consent
Title
Cognition in Heart Procedures
Lead Researcher

Erica Tilley

Primary Supervisor

Dr Hannah Keage
Location
Royal Adelaide Hospital and University of South Australia.
Declaration by Participant

I wish to withdraw from participation in the above research project and understand that such withdrawal will not affect the routine care of my family member, or their relationships with the researchers or the Royal Adelaide Hospital.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	  Date
	
	

	


In the event that the participant’s decision to withdraw is communicated verbally, the Senior Researcher must provide a description of the circumstances below.
	


Declaration by Researcher†

I have given a verbal explanation of the implications of withdrawal from the research project and I believe that the participant has understood that explanation.
	

	
	Name of Researcher (please print)
	
	

	
	

	
	Signature
	
	  Date
	
	

	


† An appropriately qualified member of the research team must provide information concerning withdrawal from the research project. 

Note: All parties signing the consent section must date their own signature.
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