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Participant Information Sheet/Consent Form
Health/Social Science Research – Person responsible consenting on behalf of participant
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 participation involve?

1
Introduction
The participant is invited to take part in the research project, Cognition in Heart Procedures, as they are undergoing a transcatheter aortic valve implantation (TAVI) procedure at the Royal Adelaide Hospital.

This Participant Information Sheet/Consent Form will outline the tests and research involved in this study. As a person responsible for the participant, this form will help you to decide whether or not the participant should take part in this research.

Participation in this research is voluntary. If you don’t wish the participant to take part, they do not have to. They will receive the best possible care whether or not they take part.

If you decide you want the participant 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 the participant taking part in the research project

· Consent to the participant being involved in the research described
· Consent to the use of the participant’s 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?
The first stage of study assessments will be conducted a week before the TAVI procedure. For some patients, the assessments can be conducted at the Royal Adelaide Hospital whilst they are waiting for their other appointments. 

The first stage of testing will take approximately 1 hour and 30 minutes including breaks. The testing will include:

· Taking measurements of their height, weight and waist circumference.

· Taking details from their medical records.

· Assessing their thinking, concentration, walking, visual symptoms and voice.

· Questionnaires about their mood, sleep, behaviour, swallowing, quality of life and activities of daily living.
· Taking a sample of their saliva. Their saliva will be tested for the presence of APOE-e4 genotype. APOE-e4 is a gene that may be associated with cognitive decline but this is by no means certain. They will not be provided with the results of this analysis as the clinical implications of having APOE-e4 genotype have not been established.
There will be an audio recording of their voice and video footage of them talking about a familiar topic. Some questionnaires will involve asking questions from their family. If time permits, and you consent to them participating, we will also measure the activity of their brain using a non-invasive tool, which involves wearing a hat on their head.

For two days after their TAVI procedure, they will be assessed for any confusion or delirium. The testing will not affect when they are discharged. In the case they are discharged home earlier, the testing can also be conducted in their home environment. These assessments take approximately 20 minutes and also involve asking questions from family and their healthcare team, and reviewing their medical records.
At 30-days following the participant’s TAVI procedure, their hospital records will be reviewed to identify any hospital acquired complications they may have developed. 

Follow-up assessments will be completed at 3-, 6- and 12-months following their TAVI procedure. The assessments can be conducted in their home environment, residential care setting, the Magill Campus University of South Australia, the Royal Adelaide Hospital or SAHMRI. The assessments will take 1 hour including breaks and will include:
· Taking details from their medical records.

· Assessing their thinking and concentration
Additional costs and reimbursements
Minimal costs associated with travel and parking by participating in this research project may be incurred. A $20 honorarium will be provided in recognition of time, and to assist with travel/parking costs.

Screening procedures (questionnaire)

If you decide the participant may take part in the research project, they will first be given a questionnaire asking about their personal details, medical history and recreational drug use. This will determine if they are eligible to take part. Completing the questionnaire takes appropriately 2 minutes. If the screening questionnaire shows that they met the requirements, they will be able to start the research project. 
4
Other relevant information about the research project

Overall, 100 participants undergoing TAVI at the Royal Adelaide Hospital will be taking part in this project. There will also be 100 participants of a similar age who do not have aortic stenosis. 
5
Does the participant have to take part in this research project?
Participation in this research project is voluntary. If you do not wish for them to take part, they do not have to. If you decide for them to take part and later change your mind, you are free to withdraw them from this project at any stage.

If you do decide that the participant can 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 the participant can or cannot take part, or that they can take part and then be withdrawn, will not affect their routine treatment, relationship with professional staff or relationship with the Royal Adelaide Hospital.
6
What are the possible benefits of taking part?
There will be no clear benefit to the participant, 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.

By participating in this research, they may have access to additional testing of their memory and concentration. During their hospital stay, we will pass on our results with their clinical care team. If you consent, we will also send any clinically relevant information (collected during their hospital stay and at your home) to their GP.

7
What are the possible risks and disadvantages of taking part?

Taking part in the study will involve initial assessments which will require 90 minutes and there will be three or four more follow-up assessments which might take up to one hour. There may be minimal discomfort related to completing a 6-metre gait time trial, collecting their saliva and getting a small amount of gel in their hair when measuring resting brain activity.
Part 2
How is the research project being conducted?

8
What will happen to information about the participant?
By signing the consent form you consent to the lead researcher and relevant research staff collecting and using personal information about the participant for the research project. Information about the participant may be obtained from their health records held with the Royal Adelaide Hospital and other health services for the purpose of this research. By signing the consent form you agree to the research team accessing the participant’s health records if they are relevant to participation in this research project.

Any information obtained in connection with this research project that can identify the participant 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. The participant’s 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. Information about participation in this research project may be recorded in the participant’s health records. You have a right to access the information collected and stored by researchers about the participant. You also have a right to request that any information with which you disagree to be corrected.
9
What happens if they are 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.
10
Complaints 

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

11
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 the participant’s involvement in this research project (other than their ordinary wages).

12
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.

13
 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 - Person responsible consenting on behalf of participant
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 the participant taking part in this research project as described and understand that I am free to withdraw them at any time during the project without affecting their future care.
I understand that I will be given a signed copy of this document to keep.
	
	
	
	

	
	Name of Participant (please print)
	
	

	
	
	
	

	
	Name of Person Responsible (please print)
	
	

	
	
	
	

	
	Relationship of Person Responsible to Participant
	
	

	
	
	
	

	
	Signature of Person Responsible
	
	Date
	
	

	

	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	  Date
	
	

	


In addition:

· I consent for you to share clinically relevant information with their GP. The participant’s GP name is ________________  Address:__________________________________
· I consent to being contacted about the participant’s possible participation in future testing sessions.
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 - Person responsible consenting on behalf of participant
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 the participant from taking part in the above research project and understand that such withdrawal will not affect their routine care, or relationships with the researchers or Royal Adelaide Hospital.
	
	
	
	

	
	Name of Participant (please print)
	
	

	
	
	
	

	
	Name of Person Responsible (please print)
	
	

	
	
	
	

	
	Relationship of Person Responsible to Participant
	
	

	
	
	
	

	
	Signature of Person Responsible
	
	Date
	
	

	

	

	
	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 person responsible for 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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