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Information Sheet/Consent Form – Parent/Guardian 
 

 

Title 

Implementing Telehealth support to increase 
physical activity in girls and women with Rett 
syndrome - ActivRett 

 

Coordinating Principal Investigator/ 
Principal Investigator 

Associate Professor Jenny Downs 

Associate Investigator(s) 

 

Dr Michelle Stahlhut 
Professor Meir Lotan 
Associate Professor Cochavit Elefant 
Mr Nicholas Buckley 
Associate Professor Helen Leonard 
 

Location Telethon Kids Institute 

 
 

Part 1 What does my daughter’s participation involve? 
 
 
1 Introduction 
 
This Participant Information Sheet/Consent Form is to tell you about a new study that will 
investigate how we can increase the amount of standing and walking activity for your 
daughter. This short name for this new study is called ActivRett. 
 
This Participant Information Sheet/Consent Form explains the tests and treatment 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 your daughter can 
take part, you might want to talk about it with a relative, friend or your daughter’s local 
doctor. 
 
Participation in this research is voluntary. If you do not wish to take part, they you do not 
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 you and your daughter taking part in the research project 
• Consent for your daughter to have the treatments that are described  
• Consent to the use of your daughter’s personal and health information for this study 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? 
 
This study aims to increase the amount of standing and walking activity for girls and women 
with Rett syndrome and measure any changes in their wellbeing and quality of life. We are 
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working with families with a daughter with Rett syndrome to support their ability of how to 
increase their daughter’s standing and walking activity using a Telehealth format. 
We know that daughter with Rett syndrome have low levels of physical activity during the 
day, and that increasing the amount of activity provides opportunities to practice movement 
skills and participate in a variety of activities. We also know that Telehealth has been used 
successfully before to support physical activity, but not for individuals with Rett syndrome. 
 
In this study, we will work with you to develop a program of standing and walking activity for 
your daughter, whether you live in a city or rural area. The results of this study will enable us 
to build a website with program ideas for standing and walking activity that will be available 
for families with a daughter with Rett syndrome, wherever they live in the world. 
 
This research has been initiated by the Principal Investigator, Dr Jenny Downs. This 
research has been funded by a grant awarded by Rettsyndrome.org. 
 
 
3 What does participation in this research involve? 
 
If you join this study, you and your daughter will be participating in a study which will take 26 
weeks. Your daughter will be randomised to one of 2 groups – this is like tossing a coin and 
you will have equal chance of being in each group. One group will receive the treatment for 
the first 12 weeks whereas the other group will receive the intervention after a 12 week wait 
period.  
 
Baseline assessment 
 
We will collect some initial information including; 

- Assessment of gross motor skills – We will ask you some questions to get some 
information on the kinds of motor skills your daughter can and cannot do. We may 
ask you to provide us with some short video clips that show your daughter’s motor 
skills such as sitting, standing and walking to support how we plan sessions. 

- We ask that you fill out some questionnaires that tell us about your daughter’s health, 
sleep, behaviour and quality of life. This will take about 30 minutes and can be done 
online, as an interview or on paper depending on your preference. 

- We will post two monitors to measure your daughter’s activity – and an ActivPAL and 
SAM (Stepwise Activity Monitor) device which we would like her to wear over a 7-day 
period. 

o The ActivPAL is a small, matchbox-sized device that sticks with medical 
adhesive to the front of the right thigh. It measures whether the person 
wearing it is standing or sitting. 

o The SAM is a small, watch-sized unit that is worn on the right ankle. It 
measures the amount of steps the person takes during the day.  

 
Intervention Phase 
We will meet with you over Skype or on the telephone every two weeks over a 12 week 
period.  
 
During each session, we will discuss your daughter’s daily care, what motivates her and 
potential activities in that she could participate in at home, school and in the community, that 
will provide her with opportunities for standing and walking practice. 
 
During each session, we will plan strategies and would like you to implement them as much 
as possible to assist your daughter to stand and walk. We will send you a sheet 
summarising the activities for your daughter. 
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By consenting to be involved,  

1. you agree to your daughter having three assessment sessions to find out about her 
wellbeing and how much she stands and walks.  

2. you agree to have six Telehealth meetings with the investigator at two-week intervals 
to develop and monitor a program that is suitable for your daughter.  

 
Being involved with this study will not affect the normal routine or care of your daughter. 
There is no need for changes in medication, diet, sleeping pattern or therapy/medical care. If 
the study is causing problems in any of these areas, please contact Dr Jenny Downs whose 
contact information is at the bottom of this sheet.  
 
 
5 Other relevant information about the research project 
 
There will be three collection sites for this study; in Australia, Israel and Denmark. The other 
sites in Israel and Denmark will collect, manage and store their own information.  
 
Associate Professor Jenny Downs, Mr. Nicholas Buckley and Associate Professor Helen 
Leonard will be responsible for managing the study in Australia. Dr Michelle Stahlhut will be 
responsible for managing the study in Denmark; Professor Meir Lotan and Associate 
Professor Cochavit Elefant will be responsible for managing the study in Israel. 
 
Information from Australian, Danish and Israeli families who participate in this study will be 
pooled for the study to achieve a stronger result.  
 

6 Does your daughter have to take part in this research project? 
 
Participation in any research project is voluntary. If you do not wish for your daughter to take 
part, they do not have to. If you decide that they can take part and later change your mind, 
you are free to withdraw your daughter from the project at any stage. 
 
If you do decide that your daughter can 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 as to whether or not you take part, or if you choose to withdraw from the 
study, will not affect any routine treatment, relationship with those treating your daughter, or 
your relationship with Telethon Kids Institute. 
  
7 What are the possible benefits of taking part? 
 
We do not know if your daughter will receive any benefits from this research; however, 
possible benefits may result from increased opportunity for your daughter to exercise and 
participate in daily life. The pooling of knowledge and advice in this project will inform the 
development of a manual to encourage standing and walking activities in Rett syndrome that 
will in the future be made available to the community as an online resource. 
 
8 What are the possible risks and disadvantages of taking part? 
 
Standing and walking within everyday activities may be associated with some side effects. If 
your daughter has a side effect or you are worried about them, please contact an 
investigator. The investigators will also be looking out for side effects.  
 
We are aiming to increase the amount of standing and walking activities for your daughter 
through everyday activities and with the assistance of her usual carers. Accidents such as a 
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slip, trip or fall may occur during daily life for individuals with Rett syndrome whether or not 
they are in a research study. It is possible that your daughter could fall and experience a 
fracture, hit her head, or experience a bruise or cut during the course of this study.  
 
The ACTIVPal is attached to the skin using an adhesive and your daughter may have a mild 
reaction although this is unusal. 
 
If your daughter experiences a medical problem during the study, you will need to support 
her with her usual local medical care. 
 
Please tell us if an injury, side effect or reaction occurs as soon as you can. The investigator 
may need to stop your daughter’s being in the study. The investigator could also need to ask 
your daughter’s doctor about any injury and its management. 
 
 
9 What if I withdraw my daughter from this research project? 
 
Your involvement in this study is completely voluntary and deciding not to be involved will 
not affect you or your daughter in any way. You are free to decide not to participate at any 
point of your involvement without giving a reason or justification for your decision.  
 
If you do withdraw your daughter during the research project, we will not collect additional 
personal information, although we would like to keep what has already been provided to 
ensure that the results of the research project can be measured properly.  
 
11 What happens when the research project ends? 
 
We will provide participating families with a summary of the results of the study after it has 
finished.  
 
Additionally, the strategies and knowledge gathered by this project will be used to develop a 
community resource that will be published as a website freely available online to provide 
information about increasing physical activity using standing and walking activities in Rett 
syndrome.  
 
  

Part 2  How is the research project being conducted? 
 
 
12 What will happen to information about your daughter? 
 
By signing the consent form, you consent to the research staff collecting and using personal 
information about your daughter for the research project. Any information obtained in 
connection with this research project that can identify your daughter will remain confidential.  
Following completion of the study, the data you provide will be stored securely on a 
password protected computer at the Telethon Kids Institute in Perth, Western Australia. Your 
daughter’s information will only be used for the purpose of this research project and it will 
only be disclosed with your permission, except if required by law. 
 
It is anticipated that the results of this research project will be published and presented in a 
variety of forums. In any publication and/or presentation, information will be provided in such 
a way that your daughter cannot be identified, except with your permission.   
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In accordance with relevant Australian and West Australian privacy and other relevant laws, 
you have the right to request access to your daughter’s information collected and stored by 
the study team. You also have the right to request that any information with which you 
disagree be corrected. We will provide you with a copy of your information if you would like 
this. 
 
Any information obtained for the purpose of this research project that can identify your 
daughter will be treated as confidential and securely stored.  It will be disclosed only with 
your permission, or as required by law. The data we collect will be stored securely for twenty 
years following the end of this study. After twenty years, paper documentation will be 
shredded and electronic data will be permanently deleted. 
 
 
13 Complaints and Compensation 
 
If your daughter suffers any injuries or complications as a result of this research project, you 
should contact the study team as soon as possible. If your daughter is eligible for Medicare, 
they 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? 
 
This research project is being conducted by Associate Professor Jenny Downs who will work 
with Associate Professor Helen Leonard and Mr Nick Buckley in Australia. They are 
collaborating with Dr Michelle Stahlhut from Denmark and Professor Meir Lotan and 
Associate Professor Cochavit Elefant from Israel. 
 
This study is being funded by a grant from Rettsyndrome.org. 
 
 
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 the Child and Adolescent Health Service in 
Perth.  
 
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 your daughter has any 
medical problems which may be related to their involvement in the project, you can contact 
the principal investigator on 08 6319 1763 or Jenny.Downs@telethonkids.org.au  
 
If you have any complaints about any aspect of the project, the way it is being conducted or 
any questions about your daughter being a research participant in general, then you may 
contact: 
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Reviewing HREC approving this research and HREC Executive Officer details 

 
Local HREC Office contact (Single Site -Research Governance Officer) 
 

 

 

 

 

 

  

Reviewing HREC name Child and Adolescent Health Services 

HREC Executive Officer If you have concerns or complaints, you can contact the ethics 
committee monitoring this study any time: Child and 
Adolescent Health Service HREC: The Executive Director 
Medical Service, on (08) 6456 2222 

Name Jenny Westgarth-Taylor 

Position Research Governance Officer 

Telephone (08) 6456 0517 

Email Jennifer.Westgarth-Taylor@health.wa.gov.au 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2020-042446:e042446. 10 2020;BMJ Open, et al. Downs J



Page 8 of 8 
Parent PICF _V3_03102019_Clean 

Consent Form – Parent/Guardian 
 

Title Implementing Telehealth support to increase 
physical activity in girls and women with Rett 
syndrome - ActivRett 
 

Coordinating Principal Investigator Associate Professor Jenny Downs 

Associate Investigator(s)  

Dr Michelle Stahlhut 
Professor Meir Lotan 
Associate Professor Cochavit Elefant 
Mr Nicholas Buckley 
Associate Professor Helen Leonard 

 

Location Telethon Kids Institute 

 

Declaration by Parent/Guardian 
 

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 daughter’s doctors, other health professionals, hospitals or 
laboratories outside this hospital to release information to Telethon Kids Institute concerning 
my daughter’s 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 my daughter participating in this research project as described and 
understand that I am free to withdraw them at any time during the research project without 
penalty.  
 

I understand that I will be given a signed copy of this document to keep. 
 

 

    

 Name of Daughter (please 

print) 
  

    

 Name of Parent/Guardian (please print)   

    

 Signature of Parent/Guardian  Date   
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