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Participant Information Sheet/Consent Form

Health/Social Science Research - Adult providing own consent
	Title
	Co-designing a culturally tailored, evidence-based, digital education program to reduce stroke risk factors and promote mental well-being for people from culturally and linguistically diverse (CALD communities)

	Short Title
	Diverse Hearts

	Coordinating Principal Investigator
/ Principal Investigator
	Dr Sabine Allida (Centre for Chronic & Complex Care Research, University of Wollongong, and Western Sydney Local Health District)


	Location
	[Name of location]




Part 1
What does my participation involve?

1
Introduction
You are invited to take part in this research project. This is because you have some risk factors for stroke or have had a stroke and can speak Arabic, Dari, Chinese, or Vietnamese. The research project aims to design an education program to help people from your community better understand their condition and what they need to do to reduce their risk of stroke. 

This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and research involved. Knowing what is involved will help you decide if you want to take part in the research.
Please read this information carefully. Ask questions about anything that you don’t understand or want to know more about. Before deciding whether or not to take part, you might want to talk about it with a relative, friend or local doctor.
Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. You will receive the best possible care whether or not you take part.

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 tests and research that are described
• Consent to the use of your personal and health information as described.

You will be given a copy of this Participant Information and Consent Form to keep.

2 
What is the purpose of this research?

A stroke is a disease that affects the brain. More than 80% of strokes can be prevented with lifestyle changes such as healthy eating, physical activity, weight loss and maintaining well-being. There are limited stroke prevention education programs for people from multicultural backgrounds. The purpose of this research is to find out the educational needs of and develop an education program to lower the risk factors for stroke and promote mental well-being with health professionals, key groups such as Stroke Foundation and people from Arabic, Dari, Chinese, and Vietnamese-speaking communities. This ensures that the education program is culturally relevant and caters to the needs of these communities. 
This research has been initiated by Dr Sabine Allida, Research Fellow (Implementation Science) at the Centre for Chronic & Complex Care Research, Blacktown Hospital, Western Sydney Local Health District.
3
What does participation in this research involve?
You will be asked to complete an online pre-study survey which should take no more than 5 minutes to complete. This will ask you questions about your age, gender, postcode, where you were born, language you speak at home, the number of years since you arrived in Australia, what condition you have and your education. 

We will also contact you to organise a time to take part in group discussions, which will be held at Rosewood Cottage Support Centre, 22 Fullagar Road, Wentworthville NSW 2145. 

The group discussions will run for 90 minutes, and you will be asked questions about your experience living with risk factors, learning about strokes and how you have found any stroke education programs in the past, we are also interested in how existing education programs could be improved, if you have been involved in any. Refreshments will be provided.
At the end of the group discussions, you will be asked if you are willing to participate in the next part of the study which will be held on another day. If you do not wish to take part, you do not have to.
If you are willing to participate in the next part, you will be asked to return and attend to the Rosewood Cottage Support Centre to review and discuss the content of the modules and make suggestions to improve the education program. 
This research project has been designed to make sure the researchers interpret the results in a fair and appropriate way and avoids study doctors or participants jumping to conclusions.  

There are no costs associated with participating in this research project. You will be reimbursed for any reasonable travel, parking, and other expenses associated with the research project visit. 
It is desirable that your local doctor be advised of your decision to participate in this research project. If you have a local doctor, we strongly recommend that you inform them of your participation in this research project.

4
What do I have to do?
The two parts of this study are the group discussions and then providing feedback on the modules, this can be done at a time convenient to you. 

5
Other relevant information about the research project

The study will be conducted at the Rosewood Cottage Support Centre, 22 Fullagar Road, Wentworthville NSW 2145. A total of 30-40 participants from Arabic, Dari, Chinese and Vietnamese-speaking communities (5-10 people from each community will be recruited. 

The study will run from July 2023 to July 2025. 

6
Do I have to take part in this research project?

Participation in any 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 the 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 to take part, or to take part and then withdraw, will not affect your routine treatment, your relationship with your employers. 
7
What are the possible benefits of taking part?
We cannot guarantee or promise that you will receive any benefits from this research, however possible benefits may include development of an education program to help people from your community better understand their condition and what they need to do to reduce their risk of stroke. 
8
What are the possible risks and disadvantages of taking part?
The only foreseeable risk/s associated with taking part in the study is the inconvenience in participating in the focus groups and development of the learning module for the education program. 

During the course of the study, some of the questions asked by the research team may cause you distress. If you do not wish to answer a question, you may skip it, or you may stop the survey immediately. 

If you become upset or distressed as a result of your participation in the research, the study doctor will be able to arrange for counselling or other appropriate support. Any counselling or support will be provided by qualified staff who are not members of the research project team. This counselling will be provided free of charge. 
9
What if I withdraw from this research project?

If you decide to withdraw from this research project, please notify a member of the research team before you withdraw. A member of the research team will inform you if there are any special requirements linked to withdrawing. 
If you do withdraw your consent during the research project, the study doctor and relevant study staff will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research project can be measured properly and to comply with law. You should be aware that data collected by the research team up to the time you withdraw will form part of the research project results.  If you do not want them to do this, you must tell them before you join the research project.
10
What happens when the research project ends?

On completion of the study, all participants will be sent a short newsletter that summarises key results of the study, this will include a web-link to a short animation video posted on YouTube for participants to find out about the results of the study in their language. 
Part 2
How is the research project being conducted?

11
What will happen to information about me?
By signing the consent form you consent to the study doctor and relevant research staff collecting and using personal information about you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential. You will be given a unique study number. Your data will be collected in de-identifiable format. Only study investigators will have access to your identifiable information. Your information will only be used for the purpose of this research project, 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, except with your permission. Only de-identified, aggregated data will be published. Participant’s identity will be concealed to protect their confidentiality in the case of disseminating results in refereed scientific journals, professional forums, and conferences.
In accordance with relevant Australian and/or New South Wales privacy and other relevant laws, you have the right to request access to your information collected and stored by the research team. You also have the right to request that any information with which you disagree be corrected. Please contact the study team member named at the end of this document if you would like to access your information.

12
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.
13
Who is organising and funding the research?
This research project is being conducted by Dr Sabine Allida, Research Fellow (Implementation Science), Centre for Chronic & Complex Care Research, Blacktown Hospital, Western Sydney Local Health District. 
This research project is funded by the University of Wollongong Advancement and Equity Grant. 
14
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 project have been approved by the HREC of Western Sydney Local Health District.
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.

15
Further information and who to contact
The person you may need to contact will depend on the nature of your query. 
If you want any further information concerning this project or if you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact the principal study doctor on (02) 8763 6015 or any of the following people:

Clinical contact person

	Name
	Dr Sabine Allida

	Position
	Research Fellow (Implementation Science)

	Telephone
	0430079587

	Email
	sallida@uow.edu.au


For matters relating to research at the site at which you are participating, the details of the local site complaints person are:


Complaints contact person

	Position
	

	Telephone
	

	Email
	


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:

	Reviewing HREC name
	WSLHD Human Research Ethics Committee

	Executive Officer
	Kellie Hansen

	Telephone
	02 8890 9007

	Email
	Wslhd-researchoffice@health.nsw.gov.au


Reviewing HREC approving this research and HREC Executive Officer details
Site RESEARCH GOVERNANCE Office contact 
	Position
	Research Governance Officer

	Telephone
	8890 9007 

	Email
	Wslhd-researchoffice@health.nsw.gov.au


Consent Form - Adult providing own consent
	Title
	Co-designing a culturally tailored, evidence-based, digital education program to reduce stroke risk factors and promote mental well-being for people from culturally and linguistically diverse (CALD communities)

	Short Title
	Diverse Hearts

	Coordinating Principal Investigator/ Principal Investigator
	Dr Sabine Allida (Centre for Chronic & Complex Care Research, University of Wollongong, and Western Sydney Local Health District)

	Location
	[Name of location]


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 my future health care.
I understand that I will be given a signed copy of this document to keep.

	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


	

	
	Name of Witness* to Participant’s Signature (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	


* Witness is not to be the investigator, a member of the study team or their delegate.  In the event that an interpreter is used, the interpreter may not act as a witness to the consent process.  Witness must be 18 years or older.
Declaration by Study Doctor/Senior 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 Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior 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
	Co-designing a culturally tailored, evidence-based, digital education program to reduce stroke risk factors and promote mental well-being for people from culturally and linguistically diverse (CALD communities)

	Short Title
	Diverse Hearts

	Coordinating Principal Investigator/ Principal Investigator
	Dr Sabine Allida (Centre for Chronic & Complex Care Research, University of Wollongong, and Western Sydney Local Health District)

	Location
	[Name of location]


Declaration by Participant

I wish to withdraw from participation in the above research project and understand that such withdrawal will not affect my routine treatment, my relationship with your employer. 
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


	


Declaration by Study Doctor/Senior 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 Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning withdrawal from the research project. 

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