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Participant Information Sheet/Consent Form
Interventional Study - Adult providing own consent
	Title
	Improving mobility after traumatic brain injury with ballistic strength training

	Principal Investigators
	A/Prof Gavin Williams (Epworth HealthCare)
Professor Meg Morris (La Trobe University)
Professor Louise Ada (The University of Sydney)
A/Prof Adam Bryant (The University of Melbourne) 
Professor John Olver (Epworth HealthCare)
Dr Ross Clark (Sunshine Coast University)
Dr Leanne Hassett (The University of Sydney)

Genevieve Hendrey (Caulfield Hospital)
Katarina Stroud (Royal Rehab)
Anna Wallwork (Liverpool Hospital)

Maggie Killington (Hampstead Hospital)
  

	Location
	[Insert Site Name] 




Part 1
What does my participation involve?
1 Introduction
You are invited to participate in our research project titled “Improving mobility after traumatic brain injury with ballistic strength training”. We would like to give you some background information on why we think this project is important and on what we would like you to do if you decide to join us in this research. You have been invited to participate because you are experiencing some difficulty walking and moving about as a result of a traumatic brain injury. The aim of this research project is to determine which type of exercises are most effective at helping people regain their ability to walk.  
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 your doctor.
Participation in this research is voluntary. If you do not wish to take part, you do not have to. Your decision whether to participate or not, or withdraw at a later date, will not affect your treatment, your relationship with those treating you, the research team or your relationship with anyone within your hospital.

If you decide you want to take part in this 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?
As you are aware, difficulty walking can restrict you from many of your usual activities following TBI. One of the main goals of physiotherapy is to improve walking ability. Problems with balance and muscle weakness have been identified as the key factors restricting walking following TBI. At this stage though, therapists are unsure whether balance deficits or muscle weakness are more important. This research project aims to investigate whether a program of balance, stretching and cardiovascular exercises or ballistic strength training is more effective at improving walking following TBI. 
3
What does participation in this research involve?
You will be participating in a randomised controlled research project. This research requires participants to be randomly allocated into one of two groups. Sometimes we do not know which treatment is best for treating a condition. To find out we need to compare different treatments. We put people into groups and give each group a different treatment. The results are compared to see if one is better. To try to make sure the groups are the same, each participant is put into a group by chance (random). One group will perform usual physiotherapy exercises, the other group will perform a special type of strengthening exercises. You will have a 50/50 change of being allocated into either group. These exercise sessions will be conducted 3 x per week for 12 weeks. Each session lasts for an hour and may take the place of your normal physiotherapy sessions if you are an inpatient. There are also three testing sessions, one before commencing the program, one immediately after you have completed the program and one 3 months later. If you are allocated into the group doing ‘usual physiotherapy exercises’, you will be asked to refrain from doing the exercises prescribed to the other group so we can work out which type of exercises are more effective.  
4
What do I have to do?
If you agree to take part in this study, you will be asked perform four tests of mobility (2), balance (1) and strength (1), and complete one questionnaire. The mobility tests are used to determine how well you can walk and perform other tasks like negotiating stairs and running. The balance test determines how well you can balance on one leg and the strength test measures how strong your leg is on a seated leg press. The questionnaire asks questions related to your quality of life. These tests will be conducted on 3 occasions; before you start the study, after you finish the study (12 weeks later), and a follow-up test another 12 weeks later. 

After the initial test, you will be randomly allocated to one of two groups, either the ballistic strength training or usual care group. People in the usual care group will practice balance, stretching and cardiovascular exercises, and practice their walking. Participants in the ballistic strength training group will practice exercises such as the leg press, calf raises or stairs. Each person’s program will be individually tailored and updated each session to ensure optimal treatment (i.e. this is NOT a group exercise class but a 1:1 training session). You will also be supervised at all times to ensure your safety. Each session is conducted at your hospital 3 x per week for 12 weeks under the supervision of a physiotherapist or exercise physiologist. The three sessions each week will replace some of your therapy sessions. You may still receive all the other therapies you would usually receive related to the other injuries you have sustained.

People in inpatient rehabilitation usually receive two sessions of physiotherapy a day on week days (i.e. 10 sessions of physiotherapy each week). The difference between the intervention (ballistic strength training) and control groups (usual care) is that for 12 weeks, participants in the ballistic strength training group will have three 60-minute sessions of usual physiotherapy intervention replaced by three 60-minute sessions of strength training (ballistic strength, gait).  These are not an additional 3 sessions, but are substituted for usual physiotherapy sessions. This means that those randomised to the intervention group will still receive balance exercises, stretching, conventional strengthening, cardiovascular fitness exercises and walking practice in their remaining sessions.
5
Other relevant information about the research project

This project is being conducted in collaboration with clinicians and researchers at five rehabilitation centres, two in Melbourne (Epworth and Caulfield), two in Sydney (Royal Rehab and Liverpool) and Hampstead Hospital in Adelaide. All information collected as a part of this project will be kept strictly confidential. 
6
Do I have to take part in this research project?

Participation in this research project is entirely 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 at a later date, you are free to withdraw from the project at any stage. Your decision whether or not to take part, or withdraw at a later date, will not impact your treatment in any way. 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.
7
What are the alternatives to participation? 

You do not have to take part in this research project to receive treatment. Participation is entirely voluntary. The testing session associated with this project will be performed in additional to your standard therapy and, as such, you will not miss out on any treatment sessions. 
8
What are the possible benefits of taking part?
The information gained from this project will enable therapists to identify which exercises are more effective for improving walking problems following TBI.  You will benefit from the therapy received as a part of this study, but you will not receive any results or information regarding the outcome of this study until it is completed. A summary regarding the outcome of this project will be provided to everyone when the study is completed. Information and knowledge gained from this study may also be used to inform future studies aimed at improving physical outcomes following TBI. 

9
What are the possible risks and disadvantages of taking part?
There are minimal risks associated with your participation in this study. The exercises are not different to those usually provided in normal physiotherapy sessions, and you will be supervised at all times. Should you wish to not participate in this study, or withdraw during the study, your treatment at will not be compromised in any way. 

10
Can I have other treatments during this research project?

Yes, you are free to continue with your usual treatment and/or medication as advised by your physiotherapist and medical team.
11
What if I withdraw from this research project?

You are free to withdraw from this project at any time without it affecting your treatment or relationships with the researchers or anyone at your hospital. If you decide to withdraw from this research project, please notify a member of the research team before you withdraw. 

If you do withdraw your consent during the research project, the researchers will not collect additional information from you, although information already collected will be retained to ensure that the results of the research project can be measured properly and to comply with law. If you do not want them to do this, please inform the researchers.
12
What happens when the research project ends?

You have no further obligations after your testing sessions are completed. The results from this project will be published in relevant medical journals. If you would like a plain language summary of the results of the project, please tick the relevant box at the end of this document and a summary of the results will be forwarded to you once the project is completed.
Part 2
How is the research project being conducted?
13
What will happen to information about me?
By signing the consent form you consent to the study 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 data collected during this project will be coded to avoid identification, and as such, no names will be present on any data recorded. All data will be stored in either a locked filing cabinet or on a password protected computer. Only the researchers listed on this document will have access to your data. 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. All data will be destroyed after fifteen years of completion of the project.
Information about you (age, height, weight, injuries etc) may be obtained from your medical file for the purpose of this research. By signing the consent form you agree to the research team accessing your medical file to obtain information relevant to your participation in this research project.

It is anticipated that the results of this research project will be published in medical journals and/or presented in at rehabilitation conferences. In any publication and/or presentation, information will be provided in such a way that you cannot be identified, except with your permission. Video recordings of your walking will be made during the data collection session. If you agree, the video images of your walking will be used for teaching and educative purposes. No other identifying data will be presented in conjunction with the video images. Only aggregated data will be used in any publications and/or presentations and as such, your data will not be identifiable. 
In accordance with relevant Australian, NSW and/or Victorian 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. You are able to request your personal results as well as a summary of the project results from the research team. If you would like this information, please contact the clinical contact person listed in section 17.
14
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. 
15
Who is organising and funding the research?
This research project is being coordinated by A/Prof Gavin Williams at Epworth Healthcare. The other research staff involved in this project are Professor Meg Morris (La Trobe University), Professor Louise Ada (The University of Sydney), A/Prof Adam Bryant (The University of Melbourne), Professor John Olver (Epworth HealthCare), Dr Ross Clark (Sunshine Coast University), Dr Leanne Hassett (The University of Sydney), Genevieve Hendrey (Caulfield Hospital), Katarina Stroud (Royal Rehab),  Anna Wallwork (Liverpool Hospital) and Maggie Killington (Hampstead Hospital). 
This project is funded by a grant obtained from the National Health and Medical Research Council (Project APP1104237). No member of the research team will receive a personal financial benefit from your involvement in this research project.

16
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 HRECs of Epworth Healthcare 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.

17
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 lead investigator, Dr Gavin Williams: 

Clinical contact person

	Name
	Gavin Williams

	Position
	Senior Physiotherapist

	Telephone
	03 9426 8727

	Email
	gavin.williams@epworth.org.au


Or

 Clinical contact person

	Name
	[Insert Site Principal Investigator Name]

	Position
	[Insert Position]

	Telephone
	[Insert Phone Number]

	Email
	[Insert Email Address]


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
	Name
	[Insert Name]

	Position
	[Insert Position]

	Telephone
	[Insert Phone Number]

	Email
	[Insert Email Address]


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 approving this research and HREC Executive Officer details
	Reviewing HREC name
	Epworth HREC

	HREC Executive Officer
	David Phillips 

	Telephone
	03 9426 8806

	Email
	david.phillips@epworth.org.au


 Or
Reviewing HREC approving this research and complaints contact person details
	Reviewing HREC name
	Alfred Hospital Ethics Committee

	Research Governance Officer
	Emily Bingle 

	Telephone
	03 9076 3619

	Email
	research@alfred.org.au


  You will need to tell Ms Bingle the following Alfred Health project number: 144/16

Consent Form - Adult providing own consent
	Title
	Improving mobility after traumatic brain injury with ballistic strength training

	Principal Investigators
	A/Prof Gavin Williams (Epworth HealthCare)

Professor Meg Morris (La Trobe University)

Professor Louise Ada (The University of Sydney)

A/Prof Adam Bryant (The University of Melbourne) 
Professor John Olver (Epworth HealthCare)

Dr Ross Clark (Sunshine Coast University)
Dr Leanne Hassett (The University of Sydney)

Genevieve Hendrey (Caulfield Hospital)
Katarina Stroud (Royal Rehab)
Anna Wallwork (Liverpool Hospital)

Maggie Killington (Hampstead Hospital)

  

	Location
	[Insert Site Name] 


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. I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to the research team concerning my condition and treatment for the purposes of this project. I understand that such information will remain confidential. 
· I  do/  do not give permission for the research team to release my personal results from this project to my treating physiotherapist. 
· I  do/  do not give permission to the researchers to use video recordings of my walking for the purposes of teaching. 
· I  do/  do not wish to receive a copy of a plain language summary of the results of the project. 
	

	
	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 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.
	

	
	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
	Improving mobility after traumatic brain injury with ballistic strength training

	Principal Investigators
	A/Prof Gavin Williams (Epworth HealthCare)

Professor Meg Morris (La Trobe University)

Professor Louise Ada (The University of Sydney)

A/Prof Adam Bryant (The University of Melbourne) 
Professor John Olver (Epworth HealthCare)

Dr Ross Clark (Sunshine Coast University)
Dr Leanne Hassett (The University of Sydney)

Genevieve Hendrey (Caulfield Hospital)
Katarina Stroud (Royal Rehab)
Anna Wallwork (Liverpool Hospital)
Maggie Killington (Hampstead Hospital)  

	Location
	[Insert Site Name] 


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 the treating hospital.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


In the event that the participant’s decision to withdraw is communicated verbally, the Researchers 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 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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