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Participant Information Sheet/Consent Form

Prospective single group study - Adult providing own consent
	Title

	Validation of the administration of the Nine Hole Peg Test via telehealth with stroke survivors 

	Short Title

	Validation of the Nine Hole Peg Test via telehealth

	Protocol Number
	2021/ETH11621

	Project Sponsor
	St Vincent’s Hospital Sydney Limited

	Coordinating Principal Investigator/ Principal Investigator
	Lauren Christie

Liana Cahill

	Associate Investigator(s)
	Professor Natasha Lannin

Dr Narelle Cox

Rujun Qiang
Nicola Fearn

	Location 
	St Vincent’s Hospital, St Vincent’s Health Network Sydney





Part 1
What does my participation involve?
1 Introduction
You are invited to take part in a research project called the Validation of the administration of Nine Hole Peg Test via telehealth with stroke survivors. You have been invited because you are a stroke survivor and experience challenges using your affected hand. This research project is testing a new way of administering an assessment, the Nine Hole Peg Test, a measure of dexterity, via telehealth. 

 

This Participant Information Sheet and Consent Form tells you about the research project. It explains the tests 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 your 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 have the tests 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?

The COVID-19 pandemic has rapidly increased the need for telehealth services across healthcare. Despite implementation of such services over the past year, there has been limited research on whether standardised upper limb assessments can be effectively administered remotely, rather than face to face. 

Standardised assessments are published tools that are administered and scored under the same conditions and with the same test protocols each time, to allow results to be compared. Standardised assessments undergo extensive testing procedures and are developed to ensure safe administration and equal, unbaised opportunities for participants. 

This study aims to establish the feasibility and validity of the Nine Hole Peg Test as a measure of dexterity in stroke survivors when conducted using telehealth. 
This research has been coordinated by researcher, Lauren Christie, Senior Implementation Science Research Fellow- Allied Health, St Vincent’s Health Network Sydney alongside Liana Cahill and Professor Natasha Lannin. 
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 Nine Hole Peg Test: You will be invited to attend a single 90 minute assessment session at this hospital. During this session, you will complete the Nine Hole Peg Test administration with a therapist, once face to face and on a second occasion via telehealth, where the therapist will be in a different room to you and will communicate with you via telehealth technology. Whether you complete the test first face to face or via telehealth will be selected at random. During each administration (face to face and telehealth), you will complete the Nine Hole Peg Test twice using your dominant hand and twice using your non-dominant hand (eight times in total). Each test will take no more than five minutes to complete. 
After each administration you will be asked to complete a short survey about your experience of the process. After you complete the test via telehealth, you will also be asked some additional questions about your experience of the technology. 

The session will be video recorded for administration and scoring purposes. 

We wish to share the outcomes of this study with our professional colleagues and to do that, we require your consent. 

We will request your consent to take information about you from your medical file, such as your age, gender, any challenges you experience with your thinking, communication or vision after your stroke and side/location of your stroke. 

b) Receive follow up information on the outcomes of the study if you wish: You will be given the opportunity to provide your residential address or email address during the session if you wish to receive a summary of the outcomes of this study once it is finalised. 

This research project has been designed to make sure the researchers interpret the results in a fair and appropriate way. 
4
What do I have to do?
Participation in this study will involve a once-off 90 minute session involving assessment of your hand and arm function and answering a series of questions about your experiences. 
The assessment will involve use of your affected arm, focusing on the fine motor skills in the hand. You will be asked to pick up nine pegs individually and place them into holes on a board in front of you, before then removing each peg. The time that it takes you to complete this task will be recorded. The Nine Hole Peg Test is completed two times on each hand to develop an average time. The assessment will be done twice, once via telehealth and once in a face to face setting. 
Following completion of this activity, you will be asked to rate via a tick box, which method of administration you preferred. 
Following the assessment, two other upper limb assessments, the Box and Block Test and Action Research Arm Test will be administered to gain further information about your arm function and dexterity. 
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 treatment, your relationship with those treating you or your relationship with your health organisation. 
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 or participating in assessments, such as the Nine Hole Peg Test without providing feedback or trialling different means of administration. 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 these options with your doctor. 
7
What are the possible benefits of taking part?
There are no clear benefits to you in completing this research project. 

Information gathered from this study may contribute to improving the administration of stroke assessments via telehealth. This knowledge may assist in developing further technological skills or modifying therapeutic practices 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?

The Nine Hole Peg Test is a commonly used standardised assessment for stroke survivors. Consequently, it poses nil significant risks. 
You will be asked background information about yourself such as your age and gender and details about any limitations you experienced after your stroke. This information will be stored securely in a database known as REDCap (Research Electronic Data Capture). 

As this research is being conducted in a public environment/hospital setting, there is a risk of others hearing or seeing something you do not want them to know. We will provide you with a private space for both the face to face and telehealth administration of the Nine Hole Peg Test. We will always advise you if there are other people nearby. All data will only be accessible by members of the research team.  

Your therapist may not be able to review or assess you as closely via the telehealth mode of administration as they would during the face to face session. However, you will have access to a telephone for further support if required. 
Technical problems may interrupt or stop your telehealth session at any stage. The research team will endeavour to provide assistance and ensure the internet connection is stable prior to commencement of the session. 

The research team will use telehealth technology that is designed to protect your privacy, however there is a very small risk that someone could use technology to see or hear your telehealth session. We will endeavour to provide you with a network connection that is secure and private. 
Your assessment session will be recorded. To maintain your privacy, the video file will be stored in a secure system called REDCap. 
Aside from giving up your time, we do not anticipate that there will be any costs associated with taking part in this study, nor will you be paid. As a participant, you will be provided with a gift card as a token of appreciation for giving up your time.  

9
Can I have other treatments during this research project?

Whilst partaking in this research project, you will be able to continue accessing all other health-care services, treatments and medications that you would normally receive. Participation in this one off session will not increase or decrease your involvement in rehabilitation services and you can continue with your routine therapy as scheduled. 
10
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 the 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. 
11
What happens when the research project ends?

You will be asked if you would like to be provided with a one page written summary about the outcomes of the study. If you would like to receive this summary you will be asked to provide your email or postal address and this information will be sent to you at the end of the study. This summary will explain how the research has contributed to the application and administration of the Nine Hole Peg Test via telehealth. 

Part 2
How is the research project being conducted?

12
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. 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 will 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. 
Your information will be collected and managed using REDCap (Research Electronic Data Capture), hosted by St Vincent’s Health Network Sydney. REDCap is a secure, web based application designed to support data capture for research studies. Electronic data will be stored securely on a password protected computer at the participating site. All paper based records will be entered manually by a member of the research team into the REDCap database and then stored in a locked filing cabinet at this hospital.

All data will be stored for five years following the completion of the study before being destroyed.
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.  By signing the Consent Form, you authorise release of, or access to, this confidential information to the relevant study personnel and regulatory authorities as noted above.

In accordance with relevant Australian, Victorian and 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 research staff named at the end of this document if you would like to access your information.

13
Complaints and 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.
14
Who is organising and funding the research?
Lauren Christie is conducting this research project and it is being sponsored by St Vincent’s Health Network Sydney in collaboration with Alfred Health Melbourne and the Australian Catholic University. No funding has been received to conduct this study. 
15
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 and Alfred Health. 

 

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.

16
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 site investigator, Rujun Qiang, occupational therapist on (02) 9649 8941 or by email: Rujun.qiang@svha.org.au or coordinating principal investigator/site principal investigator, Ms Lauren Christie (Sydney) on (02) 8382 4023 or 0436 853 797 or by email: lauren.christie@svha.org.au. 
17        Complaints contact person 
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: 
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 - Adult providing own consent
	Title
	Validation of the administration of the Nine-hole Peg Test via telehealth with stroke survivors


	Protocol Number
	2021/ETH11621

	Project Sponsor
	St Vincent’s Health Network Sydney Limited

	Coordinating Principal Investigator/

Principal Investigator
	Lauren Christie
Liana Cahill

	Associate Investigator(s)
	Professor Natasha Lannin

Dr Narelle Cox

Rujun Qiang 

Nicola Fearn


	Location
	St Vincent’s Hospital, St Vincent’s Health Network, Sydney


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 give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to St Joseph’s Hospital concerning my disease and treatment for the purposes of this project. I understand that such information will remain confidential. 

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 study 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
	
	

	


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
	Validation of the administration of the Nine-hole Peg Test via telehealth with stroke survivors



	Protocol Number
	2021/ETH11621

	Project Sponsor
	St Vincent’s Health Network Sydney Limited

	Coordinating Principal Investigator/

Principal Investigator
	Lauren Christie
Liana Cahill  

	Associate Investigator(s)

	Professor Natasha Lannin
Dr Narelle Cox 

Rujun Qiang 

Nicola Fearn

	Location
	St Vincent’s Hospital, St Vincent’s Health Network 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 Joseph’s Hospital.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


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


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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