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Participant Information Sheet/Consent Form 

 
Monash University 

 

Title Healthy joints healthy hearts 

Short Title Healthy joints healthy hearts 

Project Number 302/22 

Project Sponsor Monash University 

Coordinating Principal Investigator/ 
Principal Investigators 

Professor Flavia Cicuttini, Dr Yuan Lim, Dr Yuanyuan 
Wang, A/Prof Susan Liew, Dr Cheryce Harrison, 
Professor Anita Wluka, Associate Professor Donna 
Urquhart 

Associate Investigators 
 

Dr Benjamin Sutu, Dr Talia Igel, Ms Molly Bond, Mr 
Ashish Dinesh Nair, Mr Noor Abid 

Location  Melbourne 

 
 

Part 1 What does my participation involve? 
 
1 Introduction 

 
You are invited to take part in this research project. This is because you have knee pain. The 
research project is testing a new program for preventing or slowing weight gain and other 
changes that improve overall health. 
 
This Participant Information Sheet/Consent Form tells you about the research project. It 
explains the research program 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 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 
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 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? 
 
Osteoarthritis is a major clinical and public health problem, with one in 11 Australians being 
affected. People with osteoarthritis have twice the risk of cardiovascular disease and death 
compared to those without osteoarthritis, due to the increased obesity and traditional 
cardiovascular risk factors, abnormal blood lipids (fats) and high blood pressure. As obesity is 
an important risk factor for osteoarthritis, the current clinical practice guidelines for the 
management of osteoarthritis focus on weight loss. However, successful weight loss is difficult 
to achieve and maintain, particularly for people with joint pain. Given weight gain is common in 
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adults and associated with increased joint pain, prevention of weight gain may be more effective 
and practical, and should be considered to improve outcomes in osteoarthritis. Recent evidence 
suggests that low-intensity weight related behaviour interventions including diet and physical 
activity are effective at preventing weight gain. Based on our experience in simple low-intensity 
lifestyle programs to successfully prevent weight gain and reduce the risk of knee pain 
worsening, we have developed a program designed to raise awareness that the presence of 
knee pain is an opportunity to take action to manage knee pain and improve overall health by 
targeting obesity and cardiovascular risk factors, thus improving overall health outcomes. In this 
study, we are inviting adults with knee pain to take part in the ‘Healthy Joints Healthy Hearts’ 
program at the Alfred Health and complete questionnaires. These are described below. From 
this study we will be able to develop the “Healthy Joints Healthy Hearts” program with the aim of 
refining it using consumer input so that it can be rolled out more widely of different populations 
with knee pain. This has the potential to be a low-cost, low-intensity, well-accepted, self-
management lifestyle intervention that has a major impact on health costs and outcomes in 
people with osteoarthritis. 
 
This research has been initiated by the study investigators, Professor Flavia Cicuttini, Dr Yuan 
Lim, Dr Yuanyuan Wang, A/Prof Susan Liew, Dr Cheryce Harrison, Professor Anita Wluka, 
Associate Professor Donna Urquhart. 
 
 
3 What does participation in this research involve? 
 
You will be invited to take part in the “Healthy Joints Healthy Hearts” program. If you agree to 
participate in the study, we will ask you to do the following: 
 
1. You will need provide consent prior to joining the program and any study assessments being 
performed. Consent can be provided by signing the consent form either with a pen, or 
electronically via REDCap which is a secure web platform. If you choose to provide electronic 
consent, it will be done via REDCap (i.e. Research Electronic Data Capture, a secure web 
platform to capture data for clinical research) which can be accessed on a computer, mobile 
phone, or tablet. You will open the survey and read through the consent form (which you have 
already received). When you get to the bottom of the consent form, you will have the opportunity 
to fill in your information and ‘sign’ your consent by typing in your name or by utilizing REDCap’s 
‘Signature’ field type on the survey. You will select “Next Page” and a read only copy of the 
consent will be generated that you can review, download, and print. At the bottom of the page 
you will need to select “I certify that all the information in the document above is correct. I 
understand that clicking “Submit” will electronically sign the form and that signing this form 
electronically is the equivalent of signing a physical document.” and “Submit”. Following your 
contact with the research assistant, the research assistant will post a hard copy of the signed 
eConsent pdf form to you to ensure you have a copy. 
 
2. You will take part in the “Healthy Joints Healthy Hearts” program via zoom or by phone, 
based on your preference. You can do the program alone or with a ‘buddy’ of your choosing. 
The outline of the program is as follows: 
 
I. Education and goal setting (45 minutes) 
 
Part 1: Education (20 minutes) 
i.  Knee pain and its associations including cardiovascular disease (10 minutes) 
This sets the scene for you and helps you to understand why addressing this should be important. 
It will ideally increase your motivation. 
ii  Weight gain prevention (10 minutes)  
This is to reinforce the feasibility and importance of weight gain prevention in relation to 

improving knee pain and cardiovascular outcomes.  
 
Part 2: Practice goal setting (20 minutes) 
i. Introducing behaviour change 
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ii. Self-monitoring 
 
Part 3: Open discussion / answering questions (5 minutes) 
 
II. Weekly follow-up via phone message (SMS). This is a brief method of communication, acting 
as a reminder for healthy lifestyle behaviours. 
 
III. Monthly follow-up at 1, 2, 3 months. One month between contacts will allow you to practice 
the goal you have set, review how you went, give you the opportunity to revise your goal and re-
practise.  
 
3. You will be asked to complete questionnaires at baseline, 3, 6, and 12 months, which will be 
done remotely via Monash REDCap. If required, a paper-copy of the questionnaire can be 
posted to you. Data will be collected on: 
 
At baseline: demographics (age, height, weight), postcode, education, knee pain, reason for 
attending the program, self-rating of health, number of children aged less than 18 years living 
with you and their ages (for those with children); number of people usually live in the household, 
relationship status, work status, health gains expected to get from participating in this program, 
and health knowledge 
 
At 3, 6, and 12 months: height, weight, knee pain, self-rating of health, satisfaction with the 
program, health knowledge, behavioural changes, self-reported weight change 
 
It would take approximately 30 minutes to complete the questionnaires at each timepoint.  
 
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 costs associated with participating in this research project, nor will you be paid.  
 
It is desirable that your local doctor be advised of your decision to participate in this research 
project. If you have a local doctor, we recommend that you inform them of your participation in 
this research project. 
 
 
4 What do I have to do? 
 
You will be required to take part in the “Healthy Joints Healthy Hearts” program and complete 
questionnaires as described above. Whilst involved in this study, you can take your regular 
medications. There is no lifestyle or dietary restrictions. You can still donate blood. 
 
 
5 Other relevant information about the research project 
 
A total of 40 adults aged 40-70 years with knee pain will be recruited from Osteoarthritis Hip and 
Knee Service (OAHKS) clinic and the community. The project involves researchers from Alfred 
Health and Monash University working in collaboration. The duration of the study is one year. 
 
 
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. 
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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 
Alfred Health. 
 
  
7 What are the alternatives to participation?  
  
You do not have to take part in this research project to receive treatment at this hospital. Other 
options are available for your knee pain; these include education, weight management, 
physiotherapy and medications for pain relief. Your study doctor will discuss these options with 
you before you decide whether or not 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? 
 
We cannot guarantee or promise that you will receive any benefits from this research. However, 
you might experience less knee pain due to lifestyle changes as part of the research program. 
  
 
9 What are the possible risks and disadvantages of taking part? 
 
The research program involves education, behaviour change, and self-monitoring. It is unlikely 
to cause side effects. There may be side effects that the researchers do not expect or do not 
know about. Tell your study doctor immediately about any new or unusual symptoms that you 
get. Your study doctor will discuss the best way of managing any side effects with you. 
 
If you become upset or distressed as a result of your participation in the research, the study 
doctor will be able to arrange for counselling or other appropriate support. Any counselling or 
support will be provided by qualified staff who are not members of the research project team.  
 
 
10 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, they will explain the reasons 
and arrange for your regular health care to continue. 
 
 
11 Can I have other treatments during this research project? 
 
Whilst you are participating in this research project, you are able to take the medications or 
treatments you have been taking for your condition or for other reasons.  
 
 
12 What if I withdraw from this research project? 
 
If you decide to withdraw from the project, please notify a member of the research team when 
you withdraw. This notice will allow the study doctor to discuss any health risks or special 
requirements linked to withdrawing. 
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If you do withdraw your consent during the research project, the study doctor and relevant study 
staff will not collect additional personal information from you, although personal 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 by the 
research team up to the time you withdraw will form part of the research project results. If you 
do not want them to do this, you must tell them before you join the research project. 
 
 
13 Could this research project be stopped unexpectedly? 
  
It is unlikely that this research project would be stopped unexpectedly.  
 
 
14 What happens when the research project ends? 
  
We will send you a follow-up letter to provide you with a summary of the results when the 
research project is completed. 
 
 

Part 2 How is the research project being conducted? 
 
15 What will happen to information about me? 
 
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.  
 
Monash REDCap will be used for collection and storage of data. The data we collect or use will 
be individually identifiable or re-identifiable (i.e. coded which means that the data we collect 
from you will be directly linked to your study ID number). All electronic data will be kept in 
password protected databases, separate from identifying information. The completed eConsent 
PDFs are stored in REDCap in a File Repository under “PDF Survey Archive”. The REDCap is 
password protected and access restricted to study investigators. Hard copies of eConsent form 
and data will be kept in locked filing cabinets with restricted key access, at the Department of 
Epidemiology and Preventive Medicine, Monash University.  
 
Access to data will be limited to the chief investigators and support staff only. Identifiable 
information will not be released to anyone outside the research team. 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. 
 
It is anticipated that the results of this research project will be published and/or presented in a 
variety of forums. In any publication, report, or presentation, information will be provided in such 
a way that you cannot be identified, except with your permission. This confidentiality will be 
maintained by presenting aggregate data. Should any sharing of data be considered (e.g. for 
combining data with other studies), then data sharing will strictly occur in a re-identifiable (i.e. 
coded) manner.   
 
In accordance with relevant Australian and Victorian 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. 
 
 
16 What if I get injured or suffer complications in the research? 
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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. As 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. Participation in this research study is voluntary. You will not receive any financial 
compensation by taking part in this research study. 
 
 
17 Who is organising and funding the research? 
 
This research project is being conducted by Professor Flavia Cicuttini, Dr Yuan Lim, Dr 
Yuanyuan Wang, Dr Cheryce Harrison, Professor Anita Wluka, Associate Professor Donna 
Urquhart. 
 
You will not benefit financially from your involvement in this research project even if, for 
example, knowledge acquired from analysis of your data prove to be of commercial value to the 
Alfred Health or Monash University. 
 
In addition, if knowledge acquired through this research leads to discoveries that are of 
commercial value to the Alfred Health or Monash University, the study doctors 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). 
 
 
18 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 Alfred Hospital Ethics Committee.  
 
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. 
 
 
19 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, you can contact the principal 
investigator Professor Flavia Cicuttini. 
 
 
Clinical contact person 

 
 
If you have any other questions you wish to be answered before consenting or during the 
course of the study, you can also contact the project officers on 9903 0553 or email us at 
jointstudy@monash.edu 
 

Name Professor Flavia Cicuttini 

Position Head Rheumatology, Alfred Hospital 
Head Musculoskeletal Unit, Monash University 

Telephone 9903 0158 

Email flavia.cicuttini@monash.edu 

mailto:jointstudy@monash.edu
mailto:flavia.cicuttini@monash.edu


Participant Information Sheet/Consent Form, 2nd Sept 2022, ver 2.1   Page7 of 8 
 

 
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 Office/Complaints contact person 

 
Please quote the following project number: 302/22 
 

 
 

 
 

Position Complaints Officer, Office of Ethics & Research Governance, Alfred Health 

Telephone 9706 3619 

Email research@alfred.org.au 

mailto:research@alfred.org.au
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Consent Form - Adult providing own consent 
 

Title 
Healthy joints healthy hearts: Preventing weight gain 
as a key mediator to improve health 

Short Title Healthy joints healthy hearts 

Project Number 302/22 

Project Sponsor Monash University 

Coordinating Principal 
Investigator/ 
Principal Investigators 

Professor Flavia Cicuttini, Dr Yuan Lim, Dr Yuanyuan 
Wang, A/Prof Susan Liew, Dr Cheryce Harrison, 
Professor Anita Wluka, Associate Professor Donna 
Urquhart 

Associate Investigators 
Dr Benjamin Sutu, Dr Talia Igel, Ms Molly Bond, Mr 
Ashish Dinesh Nair, Mr Noor Abid 

Location Melbourne 

 
Consent Agreement 
I have read the Participant Information Sheet. 
 

I understand the purposes, procedures and risks of the research described in the project. 
 

I give permission for my doctors, other health professionals, hospitals or laboratories outside 
this hospital to release information to Monash University 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. 
 
I understand that, if I decide to discontinue the study treatment, I may be asked to complete 
follow-up questionnaires. 
 

 eConsent was obtained using telehealth via Monash University REDCap 
 
Declaration by Participant – for participants who have read the information 
 

 

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) 
  

  

 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. 


