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EXPLANATORY STATEMENT 
(Patients) 

 
 
Project ID: 20513 
Project title:  IMPRovE Implementing work-related Mental health guidelines in general PRacticE: A parallel 
cluster Randomised Controlled Trial (RCT). 
 

Chief Investigator: Professor 
Danielle Mazza 
Department of General 
Practice, Monash University  

Chief Investigator: Professor 
Lyndal Trevena  
School of Public Health, 
University of Sydney  

Chief Investigator: Professor 
Justin Kenardy  
School of Psychology, 
University of Queensland  

Project Manager: Dr 
Samantha Chakraborty  
Department of General 
Practice, Monash University   

 
You are invited to take part in this study.  Please read this Explanatory Statement in full before deciding 
whether or not to participate in this research. If you would like further information regarding any aspect of 
this project, you are encouraged to contact the researchers. 
 
Why are we doing this research? 
General practitioners (GPs) have an important role in enhancing recovery and return to work for people with 
work-related mental health conditions.  This study is aimed at helping GPs provide better care for patients 
with work-related mental health conditions.     
 
Your participation is voluntary 
Your participation in this study is completely voluntary and there will be no cost to you. If you do not want to 
take part in this study you do not have to. You should feel under no obligation to participate in this study. 
Choosing not to take part in this study will not affect your current and future medical care in any way. 
 
Please also note that choosing to take part in this study WILL NOT impact on the outcome of any ongoing, 
past or future claim you may have with a workers’ compensation scheme. 

Consenting to participate in the project  
You may consent to take part in this project by completing and signing the two included consent forms and 
returning these to the research team using the reply-paid envelope provided or by email to 
improve.trial@monash.edu. The following consent forms are included: 

1. consent to participate in surveys for the trial; 
2. consent to Services Australia to release Medicare Benefits Schedule (MBS) data, Pharmaceutical 

Benefits Scheme (PBS) data, or MBS AND PBS data to the project team.        

Please note that completing any of the surveys in this trial WILL NOT impact on the outcome of any ongoing, 
past or future claim you have or may have with a workers’ compensation scheme. If you wish to ask further 
questions about the trial or the use of your data prior to consenting please contact the project team: on  
0428 044 655 or 0428 154 302, improve.trial@monash.edu. or via www.monash.edu/improve-trial. 

Your withdrawal from the study  
If you consent to participate in the study, you are under no obligation to continue participating in this study. 
You may change your mind at any time about participating in the research. People withdraw from studies for 
various reasons and you do not need to provide a reason.  

You can withdraw from the study at any time by completing and signing the ‘Participant Withdrawal of 
Consent Form’. The form is provided at the end of this document, and is to be completed by you and 
supplied to the research team if you choose to withdraw at a later date. 

mailto:improve.trial@monash.edu
http://www.monash.edu/improve-trial
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If you withdraw from the study, you will be able to choose whether the study team retains or destroys the 
information it has collected about you (only where data has not already been de-identified and analysed). 
You should only choose one of these options. Where both boxes are ticked in error or neither box is ticked, 
the study will destroy all information it has collected about you (where data has not already been de-
identified and analysed). 

Medicare Benefits Schedule (MBS) and/or Pharmaceutical Benefits Scheme (PBS) Consent Form  
You will be asked to sign a separate consent form authorising the study to access your Medicare Benefits 
Schedule (MBS) and Pharmaceutical Benefits Scheme (PBS) data as outlined in the consent form. Medicare 
collects information on your doctor visits and the associated costs, while the PBS collects information on the 
prescription medications you have filled at pharmacies. The separate consent form (attached) is sent 
securely to Services Australia who holds MBS and PBS data confidentially.   

What does the research involve?  
Your GP has enrolled themselves to join the trial. If your GP is allocated to the intervention, they will receive 
an intervention that involves education and peer-to-peer support until September 2022. If your GP is 
allocated to the control arm of the intervention, they will be offered key aspects of the intervention in 
September 2022. To assess whether this intervention results in better outcomes for patients such as 
yourself, we would like to collect data from patients of the GPs who are in the study. We may need to 
contact your GP to confirm your eligibility for the study. 

If you consent to take part in this study, we will ask you to complete surveys related to your mental health 
and wellbeing after your initial consultation with your GP, and every 3 months until late 2022. These surveys 
may be answered on paper, over the phone or accessed electronically via an email link, and will take 10-15 
minutes to complete. In 2022 we will also invite a random selection of patient participants to undertake a 
telephone interview about their experience of being in the trial. You may indicate (on the consent form) if 
you do not wish to be involved in the telephone interview.   

During the trial, we will review participant responses to the survey and if you indicate that you have an 
accepted workers’ compensation claim, the research team may contact you to ask for your consent for us to 
access your de-identified workers' compensation claim data.  Please note that a separate consent form will 
be provided to you at the time for you to consider. You may indicate (on the consent form) if you do not 
wish to be contacted to consider consenting for access to this data.   

Why were you chosen for this research? 
This study will improve care for people who are of working age in Australia. You are invited to join the trial if 
you meet the eligibility criteria as follows: 

1. 18 years old and over; 
2. have symptoms of a mental health condition that has arisen as a result of work factors;  
3. are currently employed (you may be on leave or receiving workers’ compensation or other 

entitlements); 
4. are receiving care from a GP who is enrolled in the trial. 

Source of funding  
IMPRovE is supported by an NHMRC Partnership Project grant with official partner organisations: Beyond 
Blue, the Attorney-General’s Department, Comcare, Queensland Government Office of Industrial Relations, 
State Insurance Regulatory Authority, WorkSafeVictoria, WorkCoverWA and iCare, who together provide an 
additional in cash and/or in-kind support, who together will provide cash and in-kind support. 
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Possible benefits and risks to participants  
Your involvement in the project will not expose you to any risk of emotional or physical harm which is 
greater than that encountered in your normal daily life. You will be asked questions related to your 
emotional wellbeing and quality of life. If any risks to self are identified or disclosed by yourself in this study, 
we have an obligation to inform your GP by phone and by email.  This will enable the GP to follow existing 
protocols and implement appropriate measures to ensure your safety and provide the necessary support. If 
completing the surveys raises any discomfort or distress you may also consider calling Lifeline on 13 11 14, 
for telephone counselling, information and referral, or contact your GP for further discussion. 

This research study involves educating GPs and assisting them to improve the care that they offer to patients 
with work-related mental health conditions.  As a result, you will receive the benefits of your GP’s 
participation in the study, whether or not you decide to join the study. 

Payment  
Each participating patient will receive a $25 gift voucher for completion of surveys at each stage (i.e. when 
you first join the study and every 3 months for 9 months or until late 2022, whichever is earlier). 

Confidentiality 
All aspects of this study, including participant details, survey responses and data, will be strictly confidential 
and ONLY the principal researchers will have access to information provided by participants.  Participant 
contact details and knowledge of their mental health with not be accessed by, nor will it be disclosed to, 
anyone outside the immediate research team. Our partners will not have access to individual patient data. 
All data will be de-identified before it is analysed or reported.  Re-identification of participant data at any 
stage, including within publications, will not be possible. 

How will we use your data? 
We will handle and treat securely any data we collect for this trial. All data will be de-identified and only the 
project team will have access to your contact details. These will be stored separately from any patient data. 
In addition, only aggregated data from the entire group of patient participants will be considered for analysis 
and reporting. Patient files will not be accessed by others, and patient-doctor confidentiality will not be 
compromised nor violated. 

Access, storage and destruction of data and participant information  
Any data collected will be stored separately from participant information and securely on the Monash 
University server. All electronic data (e.g. administrative databases containing your consent to participate in 
the trial) will be password protected and will only be accessible by the researchers. Where non-Monash 
University parties require access secure data exchange methods will be used, such as encrypted files, or 
secure Australian servers. Any data collected, including data on USB sticks and recording devices will be 
stored in accordance with Monash University Data Retention Policy for five years post-publication. 

After 5 years from the publication of the project final report, all confidential information, including MBS and 
PBS claims information will be safely destroyed. Furthermore, all copies of this information, which have been 
stored, archived or held as back-ups will be destroyed. A statutory declaration supplied by Services Australia 
indicating safe destruction will be completed and returned to Services Australia. 

All deletion of electronic data stored on a computer will be done in such a way that the data cannot be 
recovered. 

Use of data for other purposes  
We would like to request use of your survey data (NOT MBS and/or PBS data) for future research projects 
related to this mental health study, which have received ethics approval. Use of data for a secondary 
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purpose is ethical because it is a better use of research funds, it reduces the burden on participants, and it 
can lead to more rigorous research.  
 
If you consent for future (and related) use of your data please note that this will not include any of your MBS 
and/or PBS data; MBS and/or PBS data will only be used for the present study. Data other than MBS and/or 
PBS data may be used for other analyses relevant to the scope of the current project. In the event of future 
analysis, the information will be stored in the same domain. Unspecified research related to a topic other 
than the current project will not be permitted. 
 
Results 
The IMPRovE trial findings will be written in the form of a research report, and may be submitted for 
publication, and presented at conferences. Participants can contact the Project Manager, Dr Samantha 
Chakraborty by telephone (03 9902 9698) or via email samantha.chakraborty@monash.edu to request a copy 
of published results.  

Complaints 
Should you have any concerns or complaints about the conduct of the project, you are welcome to contact 
the Executive Officer, Monash University Human Research Ethics Committee (MUHREC), quoting the 
following project ID: 20513 
 
Executive Officer 
Monash University Human Research Ethics Committee (MUHREC)  
Room 111, Chancellery Building D, 
26 Sports Walk, Clayton Campus 
Monash University VIC 3800 
Tel: +61 3 9905 2052     
Email: muhrec@monash.edu         
Fax: +61 3 9905 3831   
 
 
Thank you, 
 
 
 
 
Professor Danielle Mazza 
Head of Department of 
General Practice 
Monash University  

 
 
 
Professor Lyndal Trevena  
Professor of Primary Health Care 
University of Sydney 

 
Professor Justin Kenardy 
Professor of Psychology 
University of Queensland 

 


