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Participant Information Sheet/Consent Form
Interventional Study - Adult providing own consent
	Title
	Efficacy of Botulinum toxin A on Walking and Quality of Life in Post-Stroke Lower Limb Spasticity- a randomized double blind placebo controlled Study

	
	

	Protocol Number
	[2017 Protocol 1]

	
	

	Coordinating Principal Investigator/ Principal Investigator
	Anupam Datta Gupta   Principal Investigator]

	Associate Investigator(s)

	Professor  David Wilson

Professor Ian Cameron

Professor Renuka Visvanathan

Associate Professor Jim Jannes

Associate Professor Timothy Kleinig



	Location 
	The Queen Elizabeth Hospital 




Part 1
What does my participation involve?

1
Introduction
You are invited to take part in this research project because you have post stroke lower limb spasticity.  The current standard treatment for post -stroke lower limb spasticity is physiotherapy and orthotic care. The research project is testing a new treatment for lower limb spasticity.  The new treatment is called botulinum toxin injection.
This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and treatments 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 if you would like 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 if you would like to 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 and treatments 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?
After a stroke, muscles can be tight and in some cases painful. This tightness is termed spasticity. Spasticity mainly affects the arms and legs. Botulinum toxin (an extract of a poison from bacteria purified for human use) has been shown to be an effective treatment for spasticity in the arms and is approved for subsided use in Australia for this reason. There have been studies of the use of Botulinum toxin in the legs but because of study design limitations, these have not shown that the treatment improves activities that are important to people after stroke, such as walking faster or further. 

The proposed research project will answer the key question about whether Botulinum toxin used by people after stroke reduces spasticity and improves walking and other activities, and quality of life. In addition to injections of the toxin/placebo people who have had a stroke will participate in a physiotherapy program (standard of care) that involves use of exercise machines and a home exercise program. The research project is designed to show whether, following stroke, Botulinum toxin combined with an exercise program helps people walk better and for longer and improves quality of life.  

In Australia, the botulinum toxin (Botox) is approved by the Therapeutic Goods Administration for use in a range of conditions including focal spasticity. Botox is not approved by Pharmaceutical Benefit Scheme for use in post stroke lower limb spasticity. In USA, the Federal Drug Administration has approved the medication in 2016. If this study shows positive results, Pharmaceutical Benefit Scheme may consider subsiding the medication for use in stroke patients with lower limb spasticity in Australia. 
This research has been initiated by the study doctor, Dr Anupam Datta Gupta and the results will be used in the submission of Dr Gupta’s Doctor of Philosophy thesis to the University of Adelaide.
3
What does participation in this research involve?

Your participation in this research will involve reading the information sheet.

If you consent to be involved, we will ask you to sign the consent form. We may request you to come for a review regarding your eligibility to participate in the study. If you are eligible, you will be randomly allocated to one of the two groupsi.e. active drug or placebo. A placebo is a medication with no active ingredients or a procedure without any medical benefit. It looks like the real thing but is not.
This means you may get an injection of the active drug Botox or an identical looking placebo (normal saline) into the spastic (tight) muscles of your lower limb . 
Irrespective of which group you are allocated to, you will receive the same post injection physiotherapy and orthotic (splints etc) care. The physiotherapy sessions will be conducted at Physiotherapy Dept at TQEH and the Orthotics will also be provided by the Orthotics Dept at TQEH.
Before the injection, you will be asked to attend our clinic for the assessment of your base line measurements such as height, weight, type of stroke etc. We will also measure your spasticity, Berg balance score, Timed Up and Go test, Goal Attainment Scale, Gait examination on a Gait Rite (mat) (will show you a video of this), Lower limb Questionnaires such as ABILICO, and Quality of Life measures. This will take place in the clinic room in the Department of Rehabilitation Medicine (8B), and in the Spasticity clinic in the Rehabilitation and allied health clinic at The Queen Elizabeth Hospital. The physiotherapy and the Orthotic care will take place at the Queen Elizabeth hospital in the respective departments. This may take up to one and half hours. If you indicate extreme responses on the quality of life questions about depression your local doctor will be contacted.  
At three weeks, three months and five months after the injection we will ask to you attend our clinic for the same assessments to note any change. 
You will be participating in a randomised controlled research project. 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).

You will be participating in a double-blind research project. This means that neither you nor your study doctor will know which treatment you are receiving. However, in certain circumstances your study doctor can find out which treatment you are receiving.

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 additional costs associated with participating in this research project, nor will you be paid. All medication, tests and medical care required as part of the research project will be provided to you free of charge. You may get 2 hours of free parking in the hospital.
4
What do I have to do?

You do not need to follow any restrictions. You can take your regular medications. The  important parts ofis the research project are the injections and participation in the post injection Physiotherapy and gait training (standard care).  

5
Other relevant information about the research project
We are aiming at recruiting 80 study participants over 3 years. Participants will be recruited from the acute stroke units, rehabilitation wards and spasticity clinics at Royal Adelaide Hospital, the Queen Elizabeth Hospital, Hampstead Rehabilitation Centre, Modbury Hospital, and Flinders Medical Centre. Participants will also be recruited from the community through their GP or physiotherapists.

All treatments and assessments will be conducted at at the Queen Elizabeth Hospital.
A follow up study may be needed to carry out a cost benefit analysis and for disability adjusted life years (DALY).
Collaboration will be occurring with the Neurology and Geriatrics departments at CALHN.

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 those treating you or your relationship with [The Queen Elizabeth Hospital].

7
What are the alternatives to participation? 
All participants will be eligible and will be provided standard care.
You do not have to take part in this research project to receive the standard treatment in this hospital. Your study doctor will discuss this with you before you decide if you would like to take part in this research project.  You can also discuss the options with your local doctor.
8
What are the possible benefits of taking part? 
The benefit of the Botulinum toxin injection is reduction in spasticity (muscle tightness). We cannot guarantee you will receive the benefit.  However, you will continue to receive the standard care. We hope that this study will provide evidence of using botulinum toxin in improving lower limb function and quality of life and allow the medication to be subsidised by the Pharmaceutical Benefit Scheme. 
9
What are the possible risks and disadvantages of taking part?

Medical treatments often cause side effects. You may have none, some or all of the effects listed below, and they may be mild, moderate or severe. If you have any of these side effects, or are worried about them, talk with your study doctor. Your study doctor will also be looking out for side effects.

There may be side effects that the researchers do not expect or do not know about and that may be serious. Tell your study doctor immediately about any new or unusual symptoms that you get.

Many side effects go away shortly after a treatment ends. However, sometimes side effects can be serious, long lasting or permanent. If a severe side effect or reaction occurs, your study doctor may need to stop your treatment. Your study doctor will discuss the best way of managing any side effects with you.

	Side Effect
	How often is it likely to occur?
	How severe might it be?
	How long might it last?

	Pain at injection site
	Common 
	Very mild
	5-10 minutes

	Weakness in the muscle injected
	Uncommon  
	Mild
	5 months

	Flu like symptoms
	Rarely
	Mild symptoms
	1- 3 days post injection

	Bleeding 
	Rarely
	Mild
	1-3 minutes

	Hypersensitivity/ Anaphylaxis 
	Extremely rare
	Very severe
	Less than 1 hour


It is highly unlikely that this research will uncover any unknown underlying medical condition.

Having a drug injected may cause some discomfort, bruising, minor infection or bleeding.  If this happens, it can be easily treated.
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What if new information arises during this research project?

Sometimes during the course of a research project, new information becomes available about the treatment that is being studied. If this happens, your study doctor will tell you about it and discuss with you whether you want to continue in the research project. If you decide to withdraw, your study doctor will make arrangements for your regular health care to continue. If you decide to continue in the research project you will be asked to sign an updated consent form.

Also, on receiving new information, your study doctor might consider it to be in your best interests to withdraw you from the research project. If this happens, he/ she will explain the reasons and arrange for your regular health care to continue.

12
Can I have other treatments during this research project?

Whilst you are participating in this research project, you are able to take all the medications you are currently taking.
13
What if I withdraw from this research project?

If you decide to withdraw from the project, please notify a member of the research team before you withdraw. This notice will allow that person or the research supervisor to discuss any health risks or 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 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. You should be aware that data collected up to the time you withdraw will form part of the research project results.  
14
Could this research project be stopped unexpectedly?

It is unlikely that this research project will be stopped unexpectedly however it may be stopped for the reasons such as:
• Unacceptable side effects

• The drug/treatment being shown not to be effective
• The drug/treatment being shown to work and not need further testing
15
What happens when the research project ends?

Normal follow ups and the standard care.. Participants who have received the placebo will be offered the active drug when the trial is completed if benefit has been demonstrated.   
Part 2
How is the research project being conducted?

16
What will happen to information about me?

Information collected from this study and from your medical records will be kept securely in a locked filing cabinet and in a password protected file in the computer on a secure server in a re-identifiable form. 
You will be allocated a study code which will be printed on your data sheets/files. All of your identifying information (name, DOB, contact details) will be linked to the study code and this linkage will be kept separately and securely by the principal investigator.  Only the study investigators will have access to this data.

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. 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 you may be obtained from your health records held at this and other health services for the purpose of this research. By signing the consent form you agree to the study team accessing health records if they are relevant to your participation in this research project.

Your health records and any information obtained during the research project are subject to inspection (for the purpose of verifying the procedures and the data) by the relevant authorities, the institution relevant to this Participant Information Sheet, [The Queen Elizabeth Hospital], or as required by law. 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. 

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.  
Information about your participation in this research project may be recorded in your health records.

In accordance with relevant Australian and/or [South Australian] 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.
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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. Your participation in this study will not affect any right you have to compensation under common law.
18
Who is organising and funding the research?
This research project is being conducted by [Anupam Datta Gupta].  A grant application has been made to the Hospital Research Foundation. The manufacturing company of the drug (Botox), Allergan is providing the Botox (through an Investigator Initiated Trial Grant). 
No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).

19
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 TQEH/LMH/MH. 
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.

20
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 [08 82227322] or any of the following people:

Clinical contact person

	Name
	[Anupam Datta Gupta]

	Position
	[Staff Specialist, Rehabilitation Medicine]

	Telephone
	[08 82227322]

	Email
	[Anupam.Dattagupta@adelaide.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

	Name
	Bernadette Swart

	Position
	Manager, CALHN Research Office

	Telephone
	08 8222 3890

	Email
	Health.CALHNResearchGovernance@sa.gov.auj


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
	TQEH/LMH/MH HREC

	HREC Executive Officer
	Heather O’Dea

	Telephone
	08 8222 6841

	Email
	Health.CALHNResearchEthics@sa.gov.au


Reviewing HREC approving this research and HREC Executive Officer details
Consent Form - Adult providing own consent
	Title
	[Efficacy of Botulinum Toxin A on Walking and Quality of Life in Post-Stroke Lower Limb Spasticity- a randomized double blind placebo controlled study.]

	Short Title
	[Botulinum toxin for post-stroke lower limb spasticity]

	Protocol Number
	[2017 Protocol 1]

	Coordinating Principal Investigator/
	Anupam Datta Gupta

	Associate Investigator(s)
)
	Professor David Wilson

Professor Ian Cameron

Professor Renuka Visvanathan

Associate Professor Jim Jannes

Associate Professor Timothy Kleinig



	Location 
	[The Queen Elizabeth Hospital]


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 participant information sheets.

I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to [The Queen Elizabeth 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)
	ANUPAM DATTA GUPTA
	

	
	

	
	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
	[Efficacy of Botulinum Toxin A on Walking and Quality of Life in Post-Stroke Lower Limb Spasticity- a randomized double blind placebo controlled study.]

	Short Title
	[Botulinum toxin for post-stroke lower limb spasticity]

	Protocol Number
	[Protocol Number]

	
	

	Coordinating Principal Investigator/
	Anupam Datta Gupta

	Associate Investigator(s)

	Professor David Wilson

Professor Ian Cameron

Professor Renuka Visvanathan

Associate Professor Jim Jannes

Associate Professor Timothy Kleinig



	Location 
	The Queen Elizabeth Hospital


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 Queen Elizabeth Hospital].
	

	
	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)
	ANUPAM DATTA GUPTA
	

	
	

	
	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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