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EXPLANATORY STATEMENT 
(General Practitioners) 

 
 
Project ID: 20513 
Project title:  Implementing work-related Mental health guidelines in general PRacticE (IMPRovE): A 
parallel controlled cluster Randomised Controlled Trial (RCT). 
 
Chief Investigator: Professor Danielle Mazza 
Department of General Practice  
Phone: +61 3 9902 4496 
Email: danielle.mazza@monash.edu 

Chief Investigator: Professor Lyndal Trevena  
Sydney School of Public Health  
Phone: +61 2 9351 7788 
Email: lyndal.trevena@sydney.edu.au 

Project Manager: Dr Samantha Chakraborty  
Department of General Practice  
Phone: +61 3 9902 9698 
Email:  samantha.chakraborty@monash.edu 

 
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 via the phone numbers or email addresses 
listed above. 
 
Why are we doing this research? 
General practitioners (GPs) have a significant role in enhancing recovery and return to work outcomes for 
workers with work-related mental health conditions. However, current practice is hampered by clinical 
uncertainties and system difficulties that GPs encounter in practice. 
 
The IMPRovE trial intends to overcome these difficulties by exposing GPs to a complex intervention that is 
aimed at implementing the Clinical guideline for the diagnosis and management of work-related mental 
health conditions in general practice. The team will assess delivery of care, patient outcomes, and the cost-
effectiveness, scalability and sustainability of the intervention. 

 
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. There will be no negative consequences associated with refusal or withdrawal from participation. 
 

Your withdrawal from the study  
You can withdraw from the study at any time by withdrawing your consent to participate. For example, 
you may change your mind about participating in the research. If so, you are under no obligation to 
continue with the research study. People withdraw from studies for various reasons and you do not need 
to provide a reason for your withdrawal. 
 
If you choose to withdraw from the research study, you will need to complete and sign the ‘Participant 
Withdrawal of Consent Form’ that is provided at the end of this document. This form should be completed 
and either posted or emailed to the research team.  
 

mailto:danielle.mazza@monash.edu
mailto:lyndal.trevena@sydney.edu.au
mailto:%20samantha.chakraborty@monash.edu
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What does the research involve? 
This study aims to: 

1. implement the Clinical Guideline for the Diagnosis and Management of Work-related Mental Health 
Conditions in General Practice; 

2. improve the health and return to work outcomes for patients with work-related mental health 
conditions in this study; 

3. evaluate the cost effectiveness of the intervention; and 
4. develop a plan for sustainability and national scale-up. 

 
GPs will be allocated either to the intervention arm, whereby they receive a complex intervention, or the 
control arm, whereby they do not receive the intervention (note, aspects of the intervention will be 
offered to GPs in the control arm at the conclusion of data collection). 
 
The complex intervention includes one 60 min session of academic detailing, enrolment to a digital 
community of practice and receipt of resources. Academic detailing will be delivered to you by a GP peer, 
using an online platform such as Zoom. Following the academic detailing session, participating GPs will be 
enrolled to a community of practice, which has been created in consultation with GPs for this trial. Over 
the subsequent 18 months, GPs in the intervention arm will be invited to engage with their peers through 
case study discussions, web quizzes, and other activities on the community of practice. During both the 
academic detailing session and via the community of practice will be provided with a suite of up to date 
relevant resources to support their care.  
 
After consenting to join the trial, GPs will be asked to complete a ‘knowledge, attitudes and practices’  
survey regarding the diagnosis and management of patients with work-related mental health conditions. In 
addition, all GPs will view three virtual simulated patient scenarios (provided to you online) with varying 
levels of complexity and be asked to comment on the optimal care for these hypothetical patients (note, 
these scenarios have been developed using real-patient reports). It is estimated that GP measures will take 
approximately 20 minutes and will be requested at baseline and 18 months after you join the trial.  
 
After baseline, each participating GP practice will be randomised to either the intervention group or 
control group. Practices in the control arm may use the guidelines and other resources that are widely 
available, however these GPs will not receive the benefits of academic detailing and the curated suite of 
resources until after data collection is complete. 
 
Over the course of the trial, participating GPs will identify eligible patients at the time of their consultation 
and refer them to information about the trial. In addition, patients can also self-refer by contacting the 
research team to learn about the trial. Patients enrolled in the trial will be asked to complete surveys at 
their initial consultation, and every 6 months until late 2021. These surveys will take 10-15 minutes to 
complete. 
 
Why were you chosen for this research? 
Mental health conditions that have arisen as a result of work are on the rise. Some patients develop 
mental health conditions because of work stress or incidents at work, while in others, mental health 
conditions emerge following physical injury. Most patients with work-related mental health conditions 
seek care from a GP. Our objective is to increase the delivery of evidence-based care for patients who have 
mental health conditions that have arisen as a result of work.  
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What will you be asked to do? 
Data collection 

Data collection will occur at two timepoints: 
1. after you provide consent to participate in the trial; 
2. 18 months after you consent.  

 
GP participants are asked to complete the following data collection activities: 

1. Complete a knowledge attitudes and practices survey (also via a web form).  
2. View three virtual simulated patient scenarios and respond to these via a web form. 

 
Data collection for the purposes of a process evaluation and fidelity checking of the intervention:  

3. As part of the trial process evaluation and fidelity checking of the intervention we will audio-record 
academic detailing sessions and randomly review a portion of these sessions (note that no 
identifiable information will be included in the review). The purpose of this activity is to ensure that 
the intervention is delivered consistently and according to a session plan.  

4. We will also collect de-identified data about participant engagement with the online community of 
practice to understand the effect of the community of practice on GP and patient outcomes.  

5. In 2022 we will also invite a random selection of 20 GP-participants to undertake a telephone 
interview about their experience of being in the trial. You may be contacted by the research team 
for a phone interview at the end of the trial. You may indicate (on the consent form now or when 
you are contacted in 2022) if you do not wish to participate in the telephone interview.   
 

Assist with recruiting patients 

We aim to recruit a minimum of 14 and maximum of 24 patients per general practice clinic. To be eligible, 
patient participants must comply with the following criteria: 
 
• ≥ 18 years old with a confirmed or suspected work-related mental health condition. 
• Patient participants may display symptoms of a primary mental health conditions (i.e. those with a 
• direct association between stressor(s) and symptom(s)) or symptoms of a secondary mental health 

conditions (i.e., those with an in-direct association between stressor(s) and symptom(s) such as 
depression following a musculoskeletal work-related injury). 

• Patients must be currently in engaged in active employment. 
• Patients may participate whether or not they submit a claim for workers’ compensation. 
• Patients may participate if they are receiving a Jobkeeper payment. 
 
You will be asked to: 
1. Respond to any patient enquiries about the project by explaining the study and providing 
interested patients with a patient recruitment pack, OR 
2. Identify eligible patients and refer them to information about the trial by explaining the study and 
providing them a patient recruitment pack. Note that copies of the recruitment pack will be provided to 
you ahead of time. 
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Participate in the intervention 

The intervention is outlined in detail above. Participating GPs are required to attend one academic 
detailing session and be enrolled onto the digital community of practice. Your engagement in the 
community of practice can be as little or as much as you would like.   
 
Source of funding 
IMPRovE is supported by an NHMRC Partnership Project grant and 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. 

Consenting to participate in the project and withdrawing from the research 
You may consent to take part in this project by completing and signing the included consent form and 
returning it to the research team using the reply-paid envelop also enclosed. If you wish to ask further 
questions about the trial prior to consenting you may call the project team on (03) 9905 9343, 
improve.trial@monash.edu. or via www.monash.edu/improve-trial. 

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 or daily practice. 
 
If any of your patients who are participating in the trial disclose any risks to themselves (or others), we will 
inform you of these patients. We will also encourage them to contact you immediately and we will provide 
them with the phone number for Lifeline. This is so that you may follow your existing protocols and 
implement appropriate measures to ensure safety of all involved and provide the necessary support. 
 
It is expected that participation in the IMPRovE trial will assist GPs to improve their diagnosis and 
management of patients presenting with work-related mental health conditions. We expect to see 
improvements in GP care, improvements in health and return to work outcomes for patients, and 
sustainable policy changes in the management of work-related mental health conditions in primary care. 
Through this trial, GPs will develop important relationships with their peers, learning and sharing 
knowledge about best practice for patients. The findings from this trial will also inform policy change 
through our partners, thus directly impacting on participating GPs and their patients.  
 
Payment 
Each clinic who participates in the trial and completes ALL requirements of data collection will receive 
$500 at the end of the trial. In addition, each GP participating in the trial who completes ALL requirements 
of data collection plus academic detailing and attendance at one pre-specified webinar will receive at the 
end of the trial 40 RACGP CPD points or 8 ACRRM PDP hours, along with $800 for their time involved in these 
activities. 
 
Confidentiality 
The results of this study will be strictly confidential and only the principal researchers will 
have access to information provided by participants. No individual data will be disclosed and all data will 
be de-identified before it is analysed or reported. 
 

https://tinyurl.com/y3faudff


5 
 

GPs-ES_consent_withdrawal_v 4.3_2021.03.12.doc 

Storage of data 
Any data collected will be stored on 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 (e.g. Medcast hosts the project digital community of practice), 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 this period, all data and information will be safely destroyed. 
Furthermore, all copies of this information, which have been stored, archived or held as back-ups will be 
destroyed. All deletion of electronic data stored on a computer will be done in such a way that the data 
cannot be recovered. 
 
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 
Research Office 
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  
 
 

 
 
 

mailto:muhrec@monash.edu
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CONSENT FORM 
(General Practitioners) 

 
 
Project ID: 20513 
Project title:  Implementing work-related Mental health guidelines in general PRacticE (IMPRovE): A 
parallel cluster randomised controlled trial 
 
 
Chief Investigator:  
Professor Danielle Mazza 
Department of General Practice  
Monash University 
Phone: +61 3 9902 4496 
Email: danielle.mazza@monash.edu 

Chief Investigator:  
Professor Lyndal Trevena  
Discipline of General Practice 
University of Sydney  
Phone: +61 2 9351 7788 
Email: lyndal.trevena@sydney.edu.au 

Project Manager:  
Dr Samantha Chakraborty  
Department of General Practice  
Monash University 
Phone: +61 3 9902 9698 
Email:  samantha.chakraborty@monash.edu 

 
 

I have read and understood the Explanatory Statement and I hereby consent to participate in this project as 
follows: 

 

 
I acknowledge that: 
a) my participation is voluntary and that I am free to withdraw from the project at any time without 
explanation and there will be no negative consequences associated with refusal or withdrawal from participation; 

 Yes No 

I consent to completing data collection measures for the purpose of this research and 
participating in the intervention, should I be allocated to the intervention arm. 

  

If I am allocated to the intervention arm, I consent to maintaining professional integrity 
during this research, by keeping the non-transferable login to the digital community of 
practice secure, and behaving in a professional and respectful manner when interacting 
with other members of the digital community of practice. 

  

I consent to consider participating in a phone-interview (if randomly selected) at the end 
of the trial. 

  

mailto:danielle.mazza@monash.edu
mailto:lyndal.trevena@sydney.edu.au
mailto:%20samantha.chakraborty@monash.edu
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b) this project is for the purpose of research and not for profit;  
c) any identifiable information about me which is gathered in the course of and as the result of my 
participation in this project will be (i) collected and securely stored during 5 years for the purpose of this project 
and (ii) accessed and analysed by the researcher(s) for the purpose of conducting this project;  
d) that research data collected for the study may be published in a form that does not identify me in any way. 
The researchers have agreed not to reveal my identity and personal details; 
e) if risks to self are identified or disclosed by any of my patients participating in the trial, I will be informed and 
expected to follow my own risk management protocol.  
  
  
 
 
 

Name of GP: __________________________________________________ ___ 
 
Name of practice:______________________________________________________________________________  
 
Practice Postal Address:    ________________________    ____              Post Code: ___________State: _________ 
 
GP email address:    ___________________________________  Best contact number: _____________________ 
 
 
Participant signature Date____________________ 
  
 
 
 

 
This form may be posted to Dr Vera Costa, Research Administrator, IMPRovE Trial, Department of General Practice, 
Monash University. Building 1, 270 Ferntree Gully Road, Notting Hill, VIC 3168, Australia. Alternatively, a copy of 
the signed form may be returned by email to: improve.trial@monash.edu .  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

mailto:improve.trial@monash.edu
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WITHDRAWAL OF CONSENT FORM 
(General Practitioners) 

 
ONLY SIGN THIS FORM IF YOU HAVE ALREADY SIGNED A CONSENT FORM 

 
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  
Phone: +61 3 9902 4496 
Email: danielle.mazza@monash.edu 

Chief Investigator:                         
Professor Lyndal Trevena  
Sydney School of Public Health  
Phone: +61 2 9351 7788 
Email: lyndal.trevena@sydney.edu.au 

Project Manager:                                  
Dr Samantha Chakraborty  
Department of General Practice  
Phone: +61 3 9902 9698 
Email:  
samantha.chakraborty@monash.edu 

 
 

I wish to WITHDRAW my participation in the study effective from the date below. I request that the study team handles 

the information they have collected about me in the following way (choose one option): 

 DESTROY all information collected about me (this will only include data that has not yet been de-identified or 

analysed) so it can no longer be used for research 

 RETAIN all information collected about me so it can continue to be used for research 

I understand that no further information about me will be collected for the study from the withdrawal date; and 

information about me that has already been analysed and/or included in a publication by the study, may not be able to 

be destroyed. 

 

 

……………………………………………                         ……………………………………  

Signature       Date 

 

……………………………………………………..……….  

Please print full name 

 

This form may be posted to Dr Vera Costa. IMPRovE Implementation Team, Department of General Practice, 
Monash University. Building 1, 270 Ferntree Gully Road, Notting Hill, VIC 3168, Australia. Alternatively, a copy of 
the signed form may be forwarded by email to: improve.trial@monash.edu . 

 

mailto:danielle.mazza@monash.edu
mailto:lyndal.trevena@sydney.edu.au
mailto:%20samantha.chakraborty@monash.edu
mailto:%20samantha.chakraborty@monash.edu
mailto:improve.trial@monash.edu

