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Participant Information Sheet/Consent Form
Interventional Study - Adult providing own consent
	Title
	Remote Constraint Induced Therapy of the upper Extremity (ReCITE): An implementation study

	Short Title
	ReCITE

	Protocol Number
	2021/ETH01131

	Project sponsor
	St Vincent’s Health Network Sydney Limited

	Coordinating Principal Investigator
	Lauren Christie

	Site Principal Investigator
	Lauren Christie

	Location
	St Vincent’s Hospital Sydney




Part 1
What does my participation involve?

1
Introduction
You are invited to take part in the ReCITE research project. You have been invited because you are receiving constraint induced movement therapy via telehealth (TeleCIMT) or you have contacted the research team expressing an interest in participating in the ReCITE project.
This Participant Information Sheet/Consent Form tells you about the research project. It explains the processes involved with taking part. 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 health worker.
Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. 
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 be involved in the research described

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

You will be given a copy of this Participant Information Sheet to keep.

2 
What is the purpose of this research?
 Constraint-Induced Movement Therapy (CIMT) is an intensive program designed to improve hand and arm function after a stroke. CIMT has been shown in multiple studies to improve recovery and function, and is recommended as an effective therapy in the National Clinical Guidelines for Stroke Management (2021). Within the ReCITE study we are offering CIMT via telehealth (up to 2 hours per day, five days per week for 3 weeks) to stroke survivors. As part of the program you will undergo assessments to measure changes in your hand and arm function. We are seeking your consent to use these measures of change, as well as your records of the amount and type of practice you complete during your program that will be recorded in your preparation and program workbooks, as part of this research project.
This research has been initiated by the researcher, Lauren Christie, Senior Implementation Science Research Fellow- Allied Health, St Vincent’s Health Network Sydney, and has been funded by the Stroke Foundation Early Career Seed Grant and a St Vincent’s Clinic Multidisciplinary Research Grant.

3
What does participation in this research involve?
If you agree to participate, you will be asked to complete the following: 

a) Share information in relation to your participation in the TeleCIMT program: You are invited to complete the TeleCIMT program for 3 weeks. As part of the program you will need to participate in some measurements of your arm and hand by a trained, independent occupational therapist or physiotherapist. The measurements will be taken once prior to commencing your TeleCIMT program, once within one week of finishing your TeleCIMT program and once one month after your TeleCIMT program is finished. The therapist will arrange to complete these three assessments with you at a time and location convenient to you. This may be either at your home, via telehealth or at the clinic. 
We wish to share the measurements and details of the CIMT program with our professional colleagues, and to do that, we require your consent.

We will also request your consent to take information about you from your medical file, such as your age, gender, residential locality, time post stroke, and side of your stroke. All personal information, training logs and outcome measures will be de-identified so that your identity will not be revealed in any presentation or publications.

b) Participate in an interview after your TeleCIMT program: You will be invited to attend a 1-hour individual interview, at a time and location convenient to you. During the interview, you will be asked to reflect on your experiences of completing a TeleCIMT program and the challenges and benefits of the program. 
The interview will be audio-recorded, so that the details of the interview can be written up for analysis. Some of the transcribed quotes may be used for teaching purposes, or as part of a publication, but quotes will be de-identified so that no individual or team can be identified.  

This research project has been designed to make sure the researchers interpret the results in a fair and appropriate way.

There are no costs associated with participating in this research project, nor will you be paid. 
4
What do I have to do?
You will be completing a TeleCIMT program. We are asking that you share your outcome data from your TeleCIMT program. This data will be collected by trained therapists once before your TeleCIMT program, once within one week of finishing your program and once one month after your program is finished.  

The assessments will involve measurement of your hand and arm, questions about how much you use your arm in everyday tasks, and some questions about your quality of life after your stroke.
5
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 care, your relationship with professional staff or your relationship with the research team.
6
What are the alternatives to participation? 

You do not have to take part in this research project to receive treatment at this hospital.  Other options are available; these include continuing to receive your usual therapy program without sharing your information.  Your treating therapist will discuss these options with you before you decide whether or not to take part in this research project.  You can also discuss the options with your doctor.
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 improvements in your arm function. 

Information gathered from the study may also improve our understanding of how TeleCIMT can be successfully implemented into practice. This knowledge may assist us with developing recommendations to allow TeleCIMT to be used more frequently in practice to benefit other stroke survivors, particularly those living in regional and remote areas as well as those who experience transport difficulties where receiving therapy at home via telehealth may be a beneficial alternative. 

8
What are the possible risks and disadvantages of taking part?
Aside from giving up your time, we do not expect that there will be any risks or costs associated with taking part in this study.

9
What if I withdraw from 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. There will be no change to your therapy program. Your treatment would continue.   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 research team 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. 

10
What happens when the research project ends?

A one page written summary about the outcomes of study will be sent to you via post when the study has finished. 
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 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. 
All personal information, training logs and outcome scores will be de-identified so that your identity will not be revealed in any presentation or publications. Any information you provide will be safely stored and password protected electronically, accessible only to be research team. This data will be maintained securely 5 years from the time of publication. Anything you say will be de-identified so that you remain anonymous. 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.
Information about your participation in this research project may be recorded in your health records. Information about you may be obtained from your health records held at this health service for the purpose of this research. By signing the consent form you agree to the research team accessing health records as they are relevant to your participation in this research project.

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. 

In accordance with relevant Australian and/or New South Wales privacy and other relevant laws, you have the right to request access to the information collected and stored by the research team about you. You also have the right to request that any information with which you disagree be corrected. Please contact the research team member named at the end of this document if you would like to access your information.
12
Compensation
If you suffer any injuries or complications as a result of this research project, you should contact the research 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?
Lauren Christie is conducting this research project. This research is being funded by the Stroke Foundation Early Career Seeding Grant Scheme and a St Vincent’s Clinic Multidisciplinary Research 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 St Vincent’s Health Network Sydney.
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 coordinating principal investigator, Ms Lauren Christie on (02) 8382 4023 or 0436 853 797 or by email: lauren.christie@svha.org.au.
16 Complaints contact person

If you have any complaints any 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: 
Complaints contact person 

Name Research Office Manager 

Position Research Office Manager 

Telephone 02 8382 4960 

Email SVHS.Research@svha.org.au 

Local Research Office contact (Research Governance Officer) 
Name Research Governance Officer 

Position Research Governance Officer

Telephone 02 8382 4960 

Email SVHS.Research@svha.org.au 

Thank you for taking the time to consider this study.
If you wish to take part in it, please sign the attached consent form.
This information sheet is for you to keep.
CONSENT FORM 
[To be used in conjunction with a Participant Information Sheet] 

1. I,................................................................................................................. of................................................................................................................ 

agree to participate in the study described in the participant information statement set out above (or: attached to this form). 

2. I acknowledge that I have read the participant information statement, which explains why I have been selected, the aims of the study and the nature and the possible risks of the investigation, and the statement has been explained to me to my satisfaction. 

3. I understand that my clinical records will be accessed to provide information regarding my age, time since my stroke, gender, residential locality, training logs and all results of my arm and hand measurements completed as part of my TeleCIMT program. 
4. Before signing this consent form, I have been given the opportunity of asking any questions relating to any possible physical and mental harm I might suffer as a result of my participation and I have received satisfactory answers. 

5. I understand that I can withdraw from the study at any time without prejudice to my relationship with St Vincent’s Hospital Sydney.
6. I agree that research data gathered from the results of the study may be published, provided that I cannot be identified. 

7. I understand that if I have any questions relating to my participation in this research, I may contact Ms Lauren Christie, principal investigator on telephone (02) 8382 4023 or 0436 853 797 who will be happy to answer them. 

8. I acknowledge receipt of a copy of this Consent Form and the Participant Information Statement. 

9. I consent to have assessment measures being completed for research purposes as described


☐
Yes

☐
No

10. I consent to records of my practice, such as my TeleCIMT preparation and program workbooks, being used for research purposes







☐
Yes

☐
No

11. I consent to my clinical records being accessed and used by the researchers as described


☐
Yes

☐
No

12. I consent to being interviewed about my experiences of the TeleCIMT program at the program’s completion. 
☐
Yes

☐
No

_________________________ _______________________ _______________ 
Signature of participant            Please PRINT name 

Date 
_________________________ _______________________ _______________ 
Signature of investigator (if applicable) Please PRINT name 
Date 
Form for Withdrawal of Participation - Adult providing own consent
	Title
	Remote Constraint Induced Therapy of the upper Extremity (ReCITE): An implementation study

	Short Title
	ReCITE

	Protocol Number
	2021/ETH01131

	Project sponsor
	St Vincent’s Health Network Sydney Limited

	Coordinating Principal Investigator
	Lauren Christie

	Site Principal Investigator
	Lauren Christie

	Location
	St Vincent’s Hospital Sydney


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 those treating me or my relationship with St Vincent’s Hospital Sydney. 
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


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


Declaration by 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 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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