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PARTICIPANT INFORMATION SHEET AND CONSENT FORM 

Brain cancer and exercise study – BRACE Study. 

Investigators:  

Dr. John Bashford, Medical Oncologist, Icon Cancer Foundation, Icon Cancer Care. 

Dr. Carolina Sandler, accredited exercise physiologist, Research Fellow, Queensland 

University of Technology  

Dr. Paul Eliadis, Medical Oncologist, Icon Cancer Care. 

Dr. David Walker, Neurosurgeon, Newro Foundation 

Ms Mary Smith, programs and engagement manager, Aspire fitness and rehabilitation.  

Prof. Sandi Hayes, Senior research fellow, Queensland University of Technology  

 

Introduction 

You have been invited to participate in a clinical research study, which has been designed 
specifically for people who have received treatment for brain cancer. This study aims to assess 
the feasibility, safety and potential benefits of an exercise program for people who have been 
diagnosed with brain cancer. 
 

This Participant Information Sheet and Consent Form tells you about the research project. It 

explains the purpose of the research, procedures and risks involved. It also describes 

information about you that will be obtained, how that information will be used and with whom 

it will be shared. 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 Form (page 7). 

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 (exercise) that are described  

 Consent to use of your personal and health information as described  
 

You will be given a signed and dated copy of this Participant Information Sheet and Consent 

Form to keep. 

Purpose of the study  

You are invited to participate in an exercise research study, which is being conducted in people 
who have been diagnosed with brain cancer. 
 
Exercise has been shown to be safe and helpful in managing treatment-related side effects in 
a wide range of cancers. However, we are unsure of the role exercise can play in helping to 
manage treatment related side effects in people with brain cancer.  
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The aim of this pilot study is to determine the suitability and safety of an exercise program for 
people with brain cancer and to test whether the program improves quality of life, well-being 
and physical health.  
 
 

What will happen if I decide to take part? 

The study involves an 18-week program, followed by an assessment 6-months later. If you 
choose to take part in the study, this will start once you have completed any surgery, and 
radiotherapy (that is, are between 12-26 weeks post-radiotherapy). You can take part in the 
study even while you are receiving any oral chemotherapy. You can also take part if you are 
involved in another clinical trial (e.g. drug trial), but not if you are involved in another study 
involving exercise.  
 
As part of the research study you will be asked to complete some assessments before you 

start the program, at the middle and the end of the program and 6 months later. 

 

The exercise program  

The exercise intervention is 18 weeks in duration. During this period, you will be under the 

care of an Accredited Exercise Physiologist (AEP) who will prescribe your weekly exercise. 

An AEP has undergraduate qualifications in the prescription of exercise to general and 

disease-specific populations. The weekly exercise prescription will be individualised according 

to your interests, fitness, presence of treatment-related side effects and co-morbidities, with 

an overall goal to reach 150 minute of exercise per week. The exercise program will include 

aerobic (cardiovascular) exercise, and resistance (strength) based exercise. Common 

exercise will likely include walking and stationary cycling as well as strength based exercises 

using machines and free-weights at the exercise Clinic (Aspire Fitness and Rehabilitation), 

therabands or other equipment at home. Your AEP will prescribe and monitor exercise type, 

duration and frequency every week and modify prescription according to your symptoms and 

gradually progress your exercise prescription.  

 

You may choose to do all of your exercise sessions under the supervision of an AEP at Aspire 

Fitness and Rehabilitation (at Woolloongabba). However, we understand that this may be 

difficult for some and therefore there is flexibility in the exercise program allowing for some of 

your exercise sessions to be supervised by your AEP at Aspire, while others can be 

unsupervised (undertaken at your home or another convenient location).The minimum number 

of weekly supervised sessions is as follows: 

 Weeks 1-8: at least one supervised session per week.  

 Weeks 9-18: at least one supervised session per fortnight. 

Between your supervised sessions, your AEP may call or text you to check in with how you 

are going and to update your exercise prescription. Throughout the 18-week intervention 

period, you will speak to your AEP (either in person during supervised sessions or over the 

telephone) at least once per week.  As part of your program you will receive a study logbook 

to record the detail of your exercise program and report if you experience any adverse events. 
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Your AEP will also provide you with a printed (or emailed) copy of your exercises with clear 

instructions on how to perform these.  

 

At the end of the 18-week intervention we aim to teach you to become an independent 

exercise. However, you are able to access private AEP services, either at Aspire or another 

location/service if you wish. AEP services are available for people with chronic diseases 

(including cancer) and you may be eligible for Medicare rebates. You should discuss with your 

GP is this is an option for you. 

Assessments 

Before you begin the study you will receive a telephone call from our study coordinator. The 

phone call will involve collecting some basic demographic information about you and details 

of your cancer treatment. You will then receive a telephone call from your AEP to coordinate 

your first assessment.  

As part of the BRACE study, you will be asked to complete 4 assessments. These 

assessments are important for understanding how well the program works. The assessments 

will take place at the beginning of the intervention, at the middle (around week 9) and then 

end of the intervention (week 18) and then after 6-months later. You will receive a reminder 

phone call and/or email 2days before each of these. Each assessment will involve you coming 

to Aspire fitness and rehabilitation, Woolloongabba for about 1-1.5 hours. Parking will be 

provided at no cost. The assessment includes: 

 

Part 1: Completion of a questionnaire  

You will be asked to complete an online questionnaire (on a secure internet website). You 

will be sent an email with a link 2 days before your assessment date. If you don’t get a 

chance to do this at home, when you arrive at Aspire we will provide you with a tablet/ipad 

so can complete the online questionnaire which will ask about your quality of life, 

symptoms, function, mood and physical activity levels. It will take about 20-30 minutes to 

complete.  

 

Part 2: Physical function measurements 

Once you have completed the questionnaire, we will then collect information on your physical 

function, including: 

 Fitness: 6-minute walk test: This involves walking as fast as you can along a 30 metre 
corridor for six minutes. The total distance you walk will be recorded. Continuous walking 
is encouraged; however, you may rest as needed. 

 Upper and lower body strength: This measure involves assessing the greatest load you 
can move 10 times (10-repetition maximum) before you fatigue. This involves testing your 
upper (e.g. supported row machine) and lower body (e.g. leg press machine) muscle 
strength. You will receive clear instruction and supervision by an AEP to ensure the 
assessment is performed safely. Your hand-grip strength will also be assessed by hand-
grip dynamometer (a device that measures the strength of your gripping muscles). 

 

 Lower body physical performance: This assessment includes a repeated chair stands 
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(sitting and rising from a chair five times without using your arms), balance test (standing 
in tandem stance and single leg balance) and gait (walking 3 meters in your own time). You 
will be closely monitored by the AEP to ensure the assessment is performed safely.  
 

Clinical information including details on your tumour size, grade/stage, chemotherapy and/or 

radiotherapy will be extracted by a research nurse from your medical records/treating 

oncologist/physician.  

 
Risks and Discomforts: 
There are minor risks associated with taking part in this study. As the Brain Cancer and 

Exercise study encourages increasing physical activity, there is a possible risk of soreness 

and injury to muscles or bones. There may also be minor risk and discomfort related to the 

physical function assessment (i.e. aerobic and muscular fitness testing). These include mild 

discomfort during the activity and injury to muscles or bones. These are risks of any exercise 

program whether you take part in this study or on your own or as part of another exercise 

program. However, these risks are reduced as the assessments have been selected carefully 

and are known to have minimal adverse events. Further, the Brain Cancer and Exercise study 

has been designed by experts with experience in exercise prescription for people treated for 

cancer. You will also be closely monitored so that any problems that may arise can be referred 

to your treating doctor and managed promptly.  

You may find that some questions asked in the questionnaire may be of a sensitive nature (for 

example, questions about your quality of life, and mood). If you are uncomfortable answering 

any questions, you can choose not to and move onto the next question. 

QUT provides for limited free psychology, family therapy or counselling services (face-to-face 
only) for research participants of QUT research projects who may experience discomfort or 
distress as a result of their participation in the research. Should you wish to access this service 
please call the Clinic Receptionist on 07 3138 0999 (Monday–Friday only 9am–5pm), QUT 
Psychology and Counselling Clinic, 44 Musk Avenue, Kelvin Grove, and indicate that you are 
a research participant. Alternatively, Lifeline provides access to online, phone or face-to-face 
support, call 13 11 14 for 24 hour telephone crisis support. For people aged up to 25, you can 
also call the Kids Helpline on 1800 551 800. 
 
You can stop taking part at any time, and it will not affect your medical care in any way. 

 

Possible benefits  

We can’t guarantee that you will receive any personal benefit from participating in the study. 

However, we do know that participating in regular exercise has been beneficial for people 

undergoing treatment for other cancers. Nonetheless, this study will provide us with valuable 

information which we can use to inform a larger research study, which is needed for exercise 

programs to be offered to people with brain cancer as part of their routine cancer care in the 

future. Therefore your participation may help other people who have brain cancer in the future.  

 

Voluntary Participation/Right to Refuse or Withdraw: 
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There is no obligation for you to be involved in this study. If you do not participate your normal 

treatment plan will be followed. If you decide to participate in the study and later feel that you 

no longer wish to be part of it, you may withdraw from the study at any time without prejudice 

to any current or future medical treatment. 

 
Confidentiality 
Your records relating to this study and any other information received will be kept strictly 
confidential. However staff participating in your care, the sponsor and other agencies 
authorised by law, may inspect the records related to the study. In the event you are 
admitted to hospital as a result of an adverse event resulting from this study, your treating 
doctor may require access to your study records.  
 
Your identity will not be revealed and your confidentiality will be protected in any reviews and 
reports of this study which may be published. However, results may be suppressed for 
commercial reasons as the sponsor of the project retains the rights to the data.  
 
Your data will be stored on an electronic database (run on QUT hardware located at QUT data 

centres). All hard-copy study-related documentation will be maintained at QUT and Aspire 

Fitness and Rehabilitation during the study and kept for at least 7 years following completion 

of the study at QUT. 

 
Your treating Doctor/s will be notified of your participation in this study and of any clinically 
relevant information noted by the trial doctor in the conduct of the trial.  
 
Costs  
There will be no expenses incurred by you for participating in this study except that of your 
time and getting to Aspire fitness and rehabilitation (there will be no parking costs).  
 
You will be reimbursed for any reasonable travel expenses. Reasonable travel expenses will 
cover mileage, taxi travel, train or bus fare and/or parking. Reasonable travel expenses will 
not cover any air travel.  Reasonable travel expenses must not exceed $50 per visit. Any 
travel expenses that you might incur to participate on this study that might exceed the travel 
threshold of $50 per visit must be pre-approved before you can be consented on to study.  
All travel expenses must be supported by appropriate evidence e.g. a tax receipt.” 
 
Illness or Injury  
If, as a result of being in this study, you become ill or are injured, please immediately contact 
your treating doctor and inform your exercise physiologist or study staff (Dr Carolina 
Sandler), so that problems can be promptly dealt with and managed at that time. In case of 
an emergency call 000.  
 
Compensation for Injury  
 
If, as a result of your participation in this study, you become ill or are injured, immediately 
advise your study doctor of your condition. In the first instance your study doctor will 
evaluate your condition and then discuss treatment with both you and your regular treating 
doctor. 
 
Since you are participating in a non-sponsored study/investigation any question about 
compensation must initially be directed to your study doctor who should advise their insurer 
of the matter. It is the recommendation of the independent ethics committee responsible for 
the review of this study/investigation that you seek independent legal advice. 
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Termination of the Study  
This research project may be stopped for a variety of reasons. These may include the 
following: unacceptable side effects, or that the study has recruited the number of needed 
participants and therefore is finished.  
 
Investigators Benefits  
Your study doctor is not being remunerated to conduct this study. Your participation in this 
study will not influence your clinical care.  
 
New Information Arising During the Project  
During the research project, new information about the risks and benefits of the exercise 

project may become known to the researchers. If this occurs, you will be told about this new 

information. This new information may mean that you can no longer participate in this 

research. If this occurs, the person(s) supervising the research will stop your participation. In 

all cases, you will be offered all available care to suit your needs and medical condition. 

 
Consent  
Your study doctor is required to provide you with all information regarding the nature and 
purpose of the research study, and risks/benefits and you should be given the opportunity to 
discuss these. It must be stated that you are free to withdraw anytime and that if you do not 
participate you will not suffer any prejudice.  
 
Advice and Information  
If you have any further questions regarding this study, please do not hesitate to contact  
Dr Carolina Sandler on 07 3138 6472 or brace@qut.edu.au or discuss this with your 
research  
 
The Bellberry Human Research Ethics Committee has reviewed and approved this study in 
accordance with the National Statement on Ethical Conduct in Human Research (2007) – 
incorporating all updates. This Statement has been developed to protect the interests of 
people who agree to participate in human research studies. Should you wish to discuss the 
study or view a copy of the Complaint procedure with someone not directly involved, 
particularly in relation to matters concerning policies, information or complaints about the 
conduct of the study or your rights as a participant, you may contact the Committee Chair, 
Bellberry Human Research Ethics Committee on 08 8361 3222.  
 
All study participants must be provided with a signed and dated copy of the Participant 

Information Sheet and Consent Form for their personal records.  

mailto:brace@qut.edu.au
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Brain Cancer and Exercise Study – Consent form 
 

I, the undersigned, hereby voluntarily consent to my involvement in the research project 
titled Brain cancer and exercise (BRACE) study. I acknowledge that the nature, purpose and 
risks of the research project and alternatives to participation have been fully explained to my 
satisfaction by Dr Carolina Sandler/ my research nurse. 
Specifically, the details of the procedure(s) proposed and the anticipated length of time it will 
take, the frequency with which the procedure(s) will be performed and an indication of any 
discomfort that may be expected have been explained to me. 

 I freely agree to participate in this research project according to the conditions in the 
Participant 

Information Sheet which I confirm has been provided to me. 

 I understand that my involvement in this study may not be of any direct benefit to me. 

 I have been given the opportunity to have a member of my family or another person 
present while the study is explained to me. 

 I have been told that no information regarding my medical history will be divulged to 
unauthorised third parties and the results of any tests involving me will not be published so 
as to reveal my identity. 

 I understand that access may be required to my medical records for the purpose of this 
study as well as for quality assurance, auditing and in the event of a serious adverse event 
and I consent to this access. 

 I understand that I am free to withdraw from the study at any stage without prejudice to 
future treatment. If I decide to withdraw from the study, I agree that the information 
collected about me up to the point when I withdraw may continue to be processed. 

 I am 18 years of age or over. 

 I consent to my treating Doctor/s being notified of my participation in this study and of any 
clinically relevant information noted by the trial doctor in the conduct of the trial. 

 I declare that all my questions have been answered to my satisfaction. 

 I have read, or have had read to me, and I understand the Participant Information Sheet, 
version 1.1, dated 06/04/2018. 

 

NAME OF STUDY PARTICIPANT:_____________________________________________ 
 

SIGNATURE OF STUDY PARTICIPANT: ___________________Date: _______________ 
 

 

Declaration by Principal Investigator (PI) or Co-Investigator (CI): 
A verbal explanation of the research project, its procedures and risks has been given to the 
participant and I believe that the participant has understood that explanation. 
 

NAME OF PI or CI:________________________________________________________ 
 

SIGNATURE OF PI or CI: _____________________________Date: ________________ 
The Principal Investigator or Co-Investigator must provide the explanation and provision of 
information concerning the research project. 
 

 

 


