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Principal Researcher: Dr. Michael Wheeler
Associate Researcher(s): Prof. David Dunstan, Dr. Helen Macpherson, Prof. Ralph Maddison, Prof. Genevieve Healy, Dr. Paddy Dempsey, Mr. Gary Skinner, Ms. Lisa Becker


Part 1 What does my participation involve? 
 
   
Introduction 
 
You are invited to take part in this research project: ‘Understanding the impact of post-lockdown work patterns on modifiable risk factors for dementia in people with Type 2 Diabetes – a pilot investigation’. This research project aims to determine the impact work environment can have on modifiable risk factors for dementia which include physical activity and sedentary behaviour. As there are numerous risk factors associated with dementia, this study also aims to identify the effects of work environment on blood pressure, blood glucose levels, air pollution exposure, mood, social isolation, and smoking and alcohol consumption. This research will be conducted on individuals with Type 2 Diabetes. An invitation was extended to you because you have identified yourself as an office worker with Type 2 Diabetes who has the flexibility to choose between working from home or work in the office.  
 
This information statement and consent form presents details about the research project and explains what is involved to participate in it. Please read this information carefully and ask questions about anything that you don’t understand or want to know more about. Understanding the details will assist you in providing your informed consent for this project. Before deciding whether to take part, you might want to talk about it with somebody you know such as a friend or relative. 
 
Participation in this research is voluntary, and you will not be disadvantaged in any way if you do not wish to participate. If you decide you want to take part in the research project, you will be asked to provide informed consent. By completing the consent form, you are telling us that you: 

· Understand what you have read 
· Consent to take part in the research project 
· Consent to participate in the activities associated with the study  
· Consent to the use of your personal and health information  

You will be given a copy of this Participant Information and Consent Form to keep.  
 

What are the Research Questions this project seeks to answer?

1. Are patterns of physical activity and sedentary behaviour different in people with Type 2 Diabetes when working from home versus working in the office? 
2. What are the impacts of these work models on other modifiable risk factors for dementia - and are these moderated by physical activity/sedentary behaviour? 
3. Do different barriers/facilitators to physical activity and sedentary behaviour predict whether working from home versus working in the office will have a more favourable impact on modifiable risk factors for dementia risk in someone with Type 2 Diabetes?

   
What is the purpose of this research? 
 
The primary aim of this research is to understand which work model (working from home versus office work) has a more favourable impact on risk factors associated with dementia. This research is important because a fundamental shift in the pattern of work may have profoundly altered the dementia risk profile of many people with Type 2 Diabetes.  
 
The secondary aim of this research is to identify the factors that may facilitate or inhibit physical activity and sedentary behaviour in each working environment. The facilitators and barriers associated with office or home working can be obtained from the perspective of participants. This will enhance understanding of both working environments and how each domain may impact behaviour. 
 
This research has been initiated by the principal investigator, Dr. Michael Wheeler and was approved for funding under the 2023 IPAN Seed Funding Scheme and Fellowship Research Funds ($30,000 AUD in total). 


Methods
 
This is a mixed methods study as it seeks to capture both quantitative and qualitative data. It gathers numerical data to measure the impact of each working environment on the risk factors associated with dementia. The qualitative aspect of the study seeks to gather more descriptive information to identify the potential facilitators and barriers to physical activity and sedentary behaviour experienced by participants due to each work model. By participating in this research, you will help researchers gather information that will help us understand the effect working arrangements can have on the health and behaviour of people with Type 2 Diabetes.  

Other relevant information about the research project 
 
This is a pilot’ study which means that this study is done on a small scale to investigate how larger studies may be best conducted in future. Therefore, the findings of this study will inform future research in this field and may have potential implications on best practice in terms of hybrid working arrangements for those with Type 2 Diabetes.  


What does participation in this research involve? 

To be eligible for this study you must be a middle-aged (between 40 and 60 years old), full-time (35+ hours/week) office worker with Type 2 Diabetes. You must have a Type 2 Diabetes diagnosis for a minimum of six months, and you should have the flexibility to work in both home and office environments. Furthermore, participants of this study will have a BMI greater than 25, not meeting physical activity guidelines. Eligible candidates for this study must not have a dementia diagnosis and should have fluent English. To participate in the study, you will need to be eligible and provide informed consent.
 
You will be screened to determine your potential eligibility over the phone or by online questionnaire. Your eligibility will be subsequently confirmed in the familiarity and demographic session after you have consented to participate in the study. You will be required to attend this session at a specified location (Deakin University’s Burwood Campus or the Baker Heart and Diabetes Institute). You will be given information and instructions about the study. We will measure your height, weight, BMI, waist circumference, resting blood pressure, and glucose levels. You will also need to complete some initial questionnaires and assessments before we provide you with the necessary equipment for the monitoring period of the study. The session will last for about 1 hour.

You will be monitored over eight consecutive days, with three consecutive days in one work environment (i.e. home OR office), followed by two non-work days (washout), then three days in the other work environment – the order of which will be randomised. During these days, please continue to work in each environment as you would normally. The two days off may include a typical weekend composed of Saturday and Sunday where you engage in non-work activities. Across the eight days, your physical activity and sedentary behaviour, glucose regulation, blood pressure, and air pollution exposure will be monitored using the accelerometer, ActivPALs, glucose monitor, blood pressure device and the portable air pollution monitor respectively. Therefore, you will be required to keep these devices on you until the end of the monitoring period, when you will be asked to return all equipment using pre-paid registered envelopes. At the end of each day, you will be required to complete a questionnaire that will assess your mood, activity patterns, and cyberslacking behaviour, along with alcohol and smoking consumption for the day. In addition, after each working day, you will be assessed in relation to perceived loneliness in the context of work. On the third workday, you will also be asked about your productivity. For the duration of the monitoring period, you are asked to keep record of sleep and diet using sleep and wake diary and food diary (via EasyDiet Diary app – Xyris) respectively. Instructions will be provided in relation to the use of these diaries. The surveys take about 5-10 minutes to complete.
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After the monitoring period, a subset of participants may have the opportunity to participate in an online discussion group where you will be required to offer your perceptions on the barriers and facilitators to physical activity and sedentary behaviour in both ‘Work from Home’ and ‘Office’ environments. A member of the research team will ask various questions that will prompt and direct discussion among the group. You can engage in this discussion from anywhere if you have functioning internet access. A suitable date and time will be arranged in advance by the research team. Findings from the group discussions will be subsequently analysed to aid the development of a survey that will measure the prevalence of these facilitators and barriers among participants. You may be asked to complete this survey after it has been constructed by the research team. 

If you feel that you have made any mistakes in terms of responses in the surveys or discussion group, feel free to contact a member of the research team promptly. 


What are the possible benefits of taking part? 
 
By participating in this study, you will be contributing towards new knowledge by being part of novel research that seeks to understand the effect of work domains on individual health and behaviour. This is a particularly important consideration for those with Type 2 diabetes who may be at increased risk of developing dementia in later life. Therefore, you will help us gain vital knowledge that may help to inform future best practice for hybrid working arrangements for good health among this population. 


Compensation

[bookmark: _Int_xIrt0qbA]In recognition of this, you will be reimbursed $25 (in the form of Coles or Woolworths voucher) for your time. Furthermore, those who participate in the Group discussions will be entered into a lottery to win one of three $100 vouchers. Those entered into the lottery will receive the Terms and Conditions via email. 
What are the possible risks and disadvantages of taking part? 

For those solely involved in the monitoring component of this research, the only risk we foresee is one of potential discomfort when wearing the continuous glucose monitor. However, we theorise that as an individual with Type 2 Diabetes, you may be familiar with such apparatus as part of managing your condition. You are at no increased risk of any harm as you are required to go about your normal daily habits in each environment.  
We acknowledge that participating in online group discussions can be uncomfortable for some individuals. Should you participate in the focus group component of this study and become upset for any reason, you should contact the study team as soon as possible and we will assist you in arranging appropriate counselling. In addition, there is no guarantee that confidentiality will be maintained in the focus group discussions. However, the video recording of the discussion will be deleted. Only the transcript will be retained and anonymised. 

You may prefer to suspend or end your participation in the research if you become upset or feel discomfort because of engaging in any part of the study. 


What if new information arises during this research project? 
 
Sometimes during a research project, new information becomes available about the topic that is being studied. If this happens, the study investigator will tell you about it and discuss the implications with you.  


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 up to the point where the data is analysed upon study completion.   
  
If you do decide to take part, you will be asked to complete the consent form to confirm you have read and understood this Information sheet and Consent Form 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 negatively affect you in any way nor your relationship organisations such as Deakin University and the Baker Heart and Diabetes Institute.  
 




 

What are the alternatives to participation?
 
You do not have to take part in this research project. You can discuss this with people such as your friends, family, employer and colleagues if you wish before deciding whether to take part in this research project. This research will not provide treatment for your Diabetes, nor should it affect your normal working days in each environment.  


What will happen to information about me? 
 
By signing the consent form, you consent to 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. This will be achieved through a secure data storage and a rigorous de-identification process.  
 
[bookmark: _Int_kvWn7HvA]While the study is being conducted, only members of the research team will have access to your data which will be securely stored. Any data in relation to this research project will be deleted following the end of the retention period of five years. As mentioned, your data will be de-identified by the research team when analysing and reporting findings. This will ensure your anonymity is preserved. Therefore, nobody will be able to identify you as a result of reading any reports associated with this project. The National Health and Medical Research Council considers that de-identified information from studies should be available to other researchers. While we currently do not plan to do this, de-identified information may be shared with other researchers, and we seek your consent to do so. Any release will only occur under the customary ethical review processes that apply to all human research in Australia. We do not intend to share your own individual results with anyone else. 

The results are not expected to have major implications for your health, social, economic, legal, or psychological wellbeing.
However, if we find any abnormal or concerning results from tests or relevant conditions from our questionnaires that may impact your health, we may ask for your permission to contact your GP. In that case, we will request your GP’s name and address and communicate our concerns, so your GP can discuss them with you.



How will this research be monitored?

This project will be monitored by the research team led by the principal investigator. If you experience any issues or concerns during your participation in the study, you can contact a member of the research team. Otherwise, members of the team will follow the guidance of the principal investigator and take appropriate steps to ensure the study is conducted as planned. If any changes occur, a member of the team will communicate with you. 


What if I withdraw from this research project? 

If you decide to withdraw from the project, please notify a member of the research team. If you do withdraw your consent during the research project, the study staff will not collect additional information from you, although information already collected may be retained to ensure that the results of the research project can be accounted for properly. If you would like your data to be destroyed upon withdrawal, please indicate this on the withdrawal of consent form. 


Could this research project be stopped unexpectedly? 
 
This research project may be stopped unexpectedly for a variety of reasons. However, this is very unlikely to occur. If any situation arises where the study must be stopped, you will be immediately informed.  


How will I be reimbursed for my participation in this research and is there financial benefit? 

As mentioned, you will be reimbursed $25 (in the form of Coles or Woolworths voucher) for your time in taking part in the study. However, those who participate in the Group discussions will be additionally entered into a lottery to win one of three $100 vouchers.  

If knowledge acquired through this research leads to discoveries that are of commercial value to Deakin University, the study investigators or their institutions, there will be no financial benefit to you or your family from these discoveries. No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages). 


Who is organising and funding this research?

This research project is being funded and conducted by Deakin University. The Baker Heart and Diabetes Institute are cooperating with and facilitating this research project.   


What happens when the research project ends? 
 
The Principal Investigator is responsible for notifying participants of the research outcomes. If you choose to participate and adhere to the study, you will be invited to attend the ‘results day’ where you will learn about the overall research findings through public lecture and discussion. You will also be able to receive a copy of your individual results. The overall findings and learnings of this research project may be communicated in public forums, published in academic journals and presented at scientific conferences.  


How will Data be managed, stored and shared? 

Data will be stored in accordance with Deakin University standard practice and the National Statement on Ethical Conduct in Human Research (2007). The research team have created a Data Management Plan to ensure the safe storage and handling of study data. 




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 Deakin University. 
 
This project will be carried out according to the National Statement on Ethical Conduct in Human Research 2007 (Updated 2018). This statement has been developed to protect the interests of people who agree to participate in human research studies. 


Who shall I contact for further information?
 
If you would like any further information concerning this project, you can contact the Research Team via email: project-hybrid@deakin.edu.au, or you can contact the Principal Investigator Dr. Michael Wheeler on +61 3 924 45189 or michael.wheeler@deakin.edu.au. 


Complaints 
 
If you have any complaints about any aspect of the project, the way it is being conducted or any questions about your rights as a research participant, then you may contact:  
The Human Research Ethics Office, Deakin University, 221 Burwood Highway, Burwood Victoria 3125, Telephone: 9251 7129, research-ethics@deakin.edu.au (Please quote project number 2023-315).
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