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1. Introduction
You are invited to take part in this research project, to help develop a new program for people with
bipolar disorder called BipolarWISE. The program is aimed at assisting people to find personal ways to
manage their bipolar disorder and enhance their quality of life. If you decide to participate and you meet
the study eligibility criteria, you will be asked to attend the 13-week program and provide feedback about
your views on the program, what you liked/ didn't like and any suggestions for improvement.
This Participant Information Sheet and Consent Form tells you about the research project and what is
involved in taking part. This will help you decide if you want to become a participant or not. Please read
this Participant Information carefully and if appropriate discuss it with friends, family and your doctor.
You can contact the researchers via phone or email (contact details below) if you have any questions
and/or decide you would like to participate. One of our team will go through the information sheet with
you. Please ask the researchers questions about anything that you do not understand or want to know
more about. They will explain that you can go onto an Expression of Interest List until the study is ready
to start. This means that they will contact you when the study starts and you can decide whether to
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participate in it then. You should only sign the consent form if you have had sufficient opportunity to ask
questions and feel that you have received the appropriate information. Participation in this research is
voluntary. If you don’t wish to take part, you do not have to. Due to the COVID-19 pandemic, the study
will not commence until it is safe to proceed in person.
If you decide you want to take part in the research project, you will be asked to sign the Consent Form at
the bottom of this document. By signing the Consent Form, you indicate that you understand the
information in this sheet and that you give your consent to take part in this research project. Once you
have signed the Participant Information Sheet and Consent Form, you will be provided with a copy to
keep.

2. What is the purpose of this research?
With the help of people affected by bipolar disorder themselves, we aim to develop an acceptable,
useful, and practical information and training program known as BipolarWISE. The new program builds
on a previous one (MAPS) developed by the researchers that was found to have a positive impact on
relapse prevention. Besides relapse prevention, this new program also aims to assist individuals to reduce
depressive symptoms that sometimes linger and to improve their wellbeing and quality of life. Primarily,
it focuses on assisting individuals to find personalised ways to live well and enjoy life despite their
condition.
This research project is the first step in the development of a new program. We believe that in order to
make sure that BipolarWISE will be relevant and useful to those affected by bipolar disorder, it is
essential to involve people with lived experience in its development. Your feedback on this 13-week pilot
program will help to formulate the final version of the BipolarWISE program. The final version will then
be ready to be tested in a large rigorous trial to see if it is effective, before it can be made publically
available in health services.
There are very few available evidence-based programs for bipolar disorder developed by clinical
researchers together with people with lived experience themselves, and which provide the opportunity for
group peer support and individual sessions with an allied health professional. Furthermore, another novel
aspect of the program is that it includes an app called BipolarWISE App that you can download on your
mobile phone, iPad or computer as part of the program. The aim of the app is to assist you personalize the
strategies that suit you and to apply them to everyday life. The feedback you provide on the acceptability,
usability and usefulness of the sessions and app will not only help develop BipolarWISE, it will also
contribute to our understanding of the needs of people dealing with bipolar disorder.
Despite advances in the pharmacological treatment of bipolar disorder, episode recurrence is common and
many people still suffer with mild depressive symptoms even when they are not experiencing a full
bipolar disorder episode. This challenging condition can make it harder for people to enjoy a good quality
of life and reach their potential.
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Family and friends sometimes feel overwhelmed when trying to be supportive and relationships can
suffer. The BipolarWISE program includes a separate optional component in case family and friends want
to learn more about bipolar disorder, how to be supportive and maintain their own wellbeing. Thus, we
aim to develop a program that includes, but goes beyond relapse prevention and empowers those affected
by bipolar disorder with the tools to enhance their wellbeing despite this health condition.

3. Who is conducting this research?
This research is being conducted by Professor Michael Berk at the Impact SRC in the School of
Medicine, Faculty of Health at Deakin University and University Hospital –Barwon Health in Geelong
and his team of researchers. It is funded by the Acceleration Fund of the Department of Health and
Human Services, Deakin University and Healthscope, and sponsored by Barwon Health.

4. What does participation in this research involve?
Screening and baseline assessment
We aim to involve 24 people with bipolar disorder to participate in this study. If you agree to participate
you will be asked to sign the Consent Form and proceed to the next step, which is the screening
assessment. As this research is in a very specific area, we assess people’s eligibility to participate in a
private interview. If you are interested in participating you will need to:
 Having a diagnosis of bipolar disorder
 Be age 18 years or over
 Fluent in English
 Currently be receiving treatment for bipolar disorder from a medical doctor
 Have not participated in the BipolarWISE program within the previous twelve months
 Able to nominate a treating medical doctor that can be contacted by the researchers if there is a
concern about your welfare (e.g. if the researcher is concerned about your risk of suicide or that
you have become acutely ill and at risk of severe negative consequences, such as excessive and
crippling spending sprees or disabling depression). Some people with bipolar disorder find they
experience these types of risky behaviours and others don’t, and this is a precaution to help to
reduce the occurrence of such adverse events.
Participants need to be well enough to provide feedback. This program is not a treatment designed for
participants who are currently experiencing an acute depressive, hypomanic or manic episode or are very
suicidal. Rather it is an information and training program for people with bipolar disorder who have some
mild symptoms of depression and are interested in reducing these symptoms and the impact of bipolar
disorder on their lives. We are looking for feedback from people who have mild depressive symptoms to
see if the program is appropriate for them too. If the results of the screening procedure suggest that you
are too ill to participate, you will have the opportunity to make another appointment to be screened when
you feel a bit better, providing:
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a) The program has not already started.
b) We have not already included our maximum of 24 participants with bipolar disorder
If based on the screening you are eligible to proceed, we will move on to the full baseline assessment. The
screening and rest of the baseline assessment together will take about an hour. During this interview the
researcher will ask you questions about your demographics, bipolar disorder and treatment history, other
health conditions, current bipolar symptoms, stress and daily functioning and quality of life. This
information will help the researchers to tailor the intervention to your needs and help them to see your
feedback in context (e.g. feedback may vary depending on how recently people have been diagnosed with
bipolar disorder). We will also collect your contact information so that we can keep in touch with you
throughout the study.
Having a condition like dementia or any other condition that severely impairs memory or cognitive
capacity may make it difficult to remember and engage with the program sufficiently to provide feedback.
Thus people with such conditions would not be suited to participate in this particular study. If you are not
eligible to participate, you are still welcome to receive a summary report of our findings once the study is
over. In addition all participants who consent whether eligible or not will be provided with a “resources
leaflet” that includes contact details of local health services, suicide hotlines, and emergency and
community supports.

Participation in the BipolarWISE program
You will be asked to attend the 14-week program in order to provide feedback on it. The program is not
meant to replace or change your usual treatment. It is delivered separately and in addition to participant’s
usual treatment.
The BipolarWISE program involves group and individual sessions over 13 weeks. These are divided into:




Thirteen group sessions with a maximum of eight other participants with bipolar disorder and
two facilitators who are allied health professionals (research facilitators). Each session will be
around 120 minutes with a break in the middle. Due to the current COVID-19 pandemic, these
sessions may be held online via Zoom, Skype of other teleconferencing software. If we can
proceed with the groups in-session, they will be held in Geelong.
Thirteen individual coaching sessions of around 30 minutes with one of these facilitators on an
individual basis, to help tailor the program to your needs. These sessions will be conducted via
phone, Zoom, Skype, or other teleconferencing software.

In addition, the allied health facilitators will assist you to develop a secure log in and personalised profile
on the app BipolarWISE App that is integrated into the program, and to use whatever features you may
like to try (e.g. monitoring, goal setting or coping tools and videos, information and resources). The app
will include a secure messaging system, and if you have difficulty applying the tools to your situation or
technical difficulty, you can message the facilitators or the IT expert on the research team. Between
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sessions the research facilitators will also contact you via this messaging system with brief feedback
related to your goals, and a reminder about the next session.

Giving feedback on the acceptability, usability and usefulness of the program
You will be asked to provide feedback and respond to validated assessments of your bipolar disorder
symptoms, functionality and quality of life in order to assist us in evaluating the program. This will
involve:
1. Completing a brief (5-10 minute) online feedback questionnaire each week about your opinion of
the BipolarWISE session you have just attended. Questions include a five point scale ranging
from, for example, not useful at all to very useful and include the possibility of rating “unsure” if
useful /not. There will also be the option to add comments and respond to open ended questions
about what you liked or did not like and any suggestions you may have for improving the
session.
2. Completing a private feedback interview after the program finishes with a member of the
research team at the end of the program. You can select whether to do this face-to-face or over
the phone. You will be asked to clarify your overall impression of the program content, design
and delivery, whether or not you have used aspects of the program, or you think your knowledge,
attitudes or behaviour may have changed as a result of the program, and how this might
apply/not to your own situation in the future. We estimate that the interview will take around 4060 minutes. To help the researchers to remember what you have said, we plan to record the
session digitally and then transcribe it excluding any identifying information that you may have
provided. Both the recording and transcription will be stored securely online in locked files with
password protection. The digital recording will be destroyed once it has been transcribed. In the
week following your interview you are welcome to ask to review our record of what you said
and free to make any changes you like before we conduct our final analysis to see how
participants evaluated the program.

Assessments of bipolar disorder symptoms, suicide risk, stress levels, anxiety, daily
functioning and quality of life
You will be asked to complete these validated brief assessments online at the start of each session and we
estimate that they will not take more than 10 minutes. The assessments will be conducted when you have
your individual coaching sessions and during the feedback interview with the researcher.
This study is the first step towards evaluating BipolarWISE and does not involve large numbers of
participants, which means we cannot draw firm conclusions about the effect of the BipolarWISE program
on these outcomes (bipolar disorder symptoms, suicide risk, stress levels, anxiety and daily functioning
and quality of life). Nevertheless, we have included these assessments in the evaluation to better
understand your experience of the program and the feedback you provide. Furthermore, these assessments
are part of the program because they will assist you and the facilitators to monitor changes (e.g. in your
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symptoms), and if necessary find helpful ways to respond to them. On an individual basis, if there are
improvements on these outcomes, this can be encouraging and may help to identify ways of coping that
are possibly useful to you.

Reimbursement
Participants who attend 80% of the group and individual sessions and complete the corresponding session
specific feedback surveys and final feedback interview will be offered an AUD $100 gift voucher. This is
a once off amount provided at the end of the feedback interview. It is a token of thanks for your time, and
to make up for some of the transport costs you may have encountered.

5. Other relevant information about the research project
Optional separate component of BipolarWISE for relatives/friends
We plan to also include an optional but entirely separate online component for family members or close
friends who would like to know more about bipolar disorder, providing support and
maintaining their own wellbeing called BipolarASSIST. There are no face-to-face sessions involved in
the family/ friend component. To evaluate this part of BipolarWISE we will invite 24 family/friends of
adults of people with bipolar disorder to provide separate feedback to engage with the family and friends
website over the 14 weeks and provide feedback via online surveys and a final private feedback
interview. If you would like to invite a family member or friend to help evaluate the component for
family and friends, you are welcome to, however this is NOT required for your own participation in the
study.
If you have a relative or friend that may want to participate, they will need to contact the researchers
themselves to express their interest as their participation will be entirely separate from your own. Their
decision whether to participate or not, like your own is an independent and entirely voluntary one. People
have different needs at different times and whatever they decide about participation will be respected. In
addition, to make sure that we have sufficient numbers of family/friends to provide feedback, we will
open participation to family and friends of people with bipolar disorder in general, even those who are not
connected to the participants in our study. This means that if you would like to invite your family/friend
to join the study, and they would like to participate too, they need to express their interest to the
researchers as soon as possible, before we have reached our maximum of 24 family/friend participants.

What happens if a participant becomes very suicidal or has a significantly acute bipolar
episode?
Participants are encouraged to contact their usual treating team if they are becoming acutely ill or
suicidal, or emergency services if they require urgent treatment or are at immediate risk of suicide. The
researchers can provide support and assist you to access treatment.
The BipolarWISE program includes a possible way of monitoring risk that can be integrated with
Development of BipolarWISE- a program about living well with bipolar disorder Participant Information Sheet/Consent Form
Version 9 dated 27.07.2021
Page 6 of 13

participant’s own plans for reducing suicide risk and severe bipolar disorder episodes. As explained in
Section 4 above, during the program you will be asked to complete regular assessments of your bipolar
disorder symptoms and suicide risk. If this risk increases or you develop an acute bipolar episode, both
yourself and the research facilitators will be alerted to these changes and prompted to take action to keep
you safe and restore your wellbeing. At these times the researcher will try to make contact with you to
discuss this further and offer support.
If the researchers believe that there is an immediate risk to your safety or that your acute illness related
behaviour may have severe negative consequences for you or others, they will contact your nominated
treating doctor (see section 4 above), if necessary emergency services and possibly your family members.
In such circumstances you will be encouraged to take time off from the feedback study to focus on your
own health. The researchers will try to stay in contact and you are welcome to return when you feel
better, provided the study is still in progress.

6. Participation is entirely voluntary
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.
Your decision not to participate or to withdraw later, will not affect your routine care, relationship with
your nominated treating doctor, with the researchers, or the treatment you receive, or programs you attend
in the future.
If you decide to participate and then want to withdraw from the research project, please contact the
researchers. We ask that if you do withdraw you discuss your reasons for leaving, and if possible
complete a ‘Withdrawal of consent form’ with the researcher.
If you decide to leave the research project, the researchers will not collect additional personal information
from you, although personal information already collected will be retained to ensure that the results of the
research study can be measured properly and to comply with law. You should be aware that data collected
up to the time of withdrawal will form part of the research project results. If you do not want your data to
be included, you must tell the researchers when withdrawing from the research project, and they will ask
you to sign a ‘Revocation of Consent form’ which will be provided to you by the research team.
The researchers may end your participation in this research project for any reason that they may feel is
appropriate and discuss this with you. These may include but are not limited to the unlikely situation
where your involvement in the study interferes with your clinical care, puts your welfare at risk if you
continue to participate, causes severe disruption to others, or if for any reason the study ends prematurely.

7. What are the possible benefits of taking part?
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Although we aim to develop a program of the highest quality that can make a difference to the lives of
people with bipolar disorder, it is only in its initial stages of development. Thus, we cannot guarantee or
promise that you will receive any benefits from participating in the program or in this study, however,
possible benefits may include:


A sense of achievement from helping to develop a program to benefit others in a similar
situation.
 Learning more about your bipolar disorder, how to manage it and ways to try and enhance your
quality of life.
 Experiencing a supportive environment of like minded peers and professional facilitators
 As the program targets depressive symptoms, relapse prevention, improvements in functioning
or quality of life, you may see some positive changes in these areas, but at this stage we cannot
be sure that the program will have such benefits.
There is also a possibility that you may experience no benefit from participating. Even if you do not
experience any clear benefit from participating in this research, you will be contributing to the
development of the final BipolarWISE program, which we aim to later test to see if it is effective, before
making it available in health services. Furthermore, your input will also help to improve our knowledge
about what aspects of the sessions, the app, and website interventions people with bipolar disorder find
useful and aspects they don't like. Given the popularity and accessibility of online platforms there is a
need to examine how best to integrate them into contact with health professionals to benefit people with
bipolar disorder.

8. What are the possible risks and disadvantages of taking part?
Participation in a project where people are approached as experts to give feedback is likely to be
empowering rather than distressing. Furthermore, the program focuses on enhancing wellbeing and works
with participants’ strengths, what they value and their goals. It provides added support and personalized
input from allied health professionals and is therefore unlikely to put participants at risk. Nevertheless, we
are aware that sometimes when people address their problems or difficulties they may initially experience
a little distress or discomfort, and you may experience this.
If you experience any distress feel free to contact the researchers by email bipolarcarers@deakin.edu.au,
or by phone: 0456 755 552 who will discuss support options with you or approach the research facilitators
in your sessions to discuss this and your support options. Participation in this program cannot replace
treatment from a health professional
Keep in mind that participation in the program, surveys and interviews is voluntary and you are welcome
to refuse to answer a question/survey or to participate in anything that makes you feel discomfort or
distress. In addition, the online feedback surveys and interview include questions asking participants if
they feel distressed or upset and whether they would like to be contacted by a researcher to discuss
support options.
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The intervention program itself contains strategies to reduce distress. As part of the study we also use
validated scales to not only monitor distress, but also bipolar disorder symptoms and suicide risk so both
yourself and the researcher can identify and respond to these if they occur (see section 5 above ‘What
happens if a participant becomes at high risk of suicide or has a significantly acute bipolar episode’).
To prevent any distress arising from concerns over confidentiality when participating in the group
sessions, you are welcome to be known by a pseudonym in the group program if you prefer. Also, in the
first orientation session and throughout the program we remind participants that confidentiality is an
essential part of the program, and each participant needs to respect and protect the privacy of others and
keep any information they hear confidential.

9. What happens when the research project ends?
Once the study is over, we will analyze the results and prepare a feedback summary that will be sent to
you. This summary will contain no information that identifies you. It will be about how the participants as
a group evaluated the BipolarWISE intervention and participants will be referred to as for example as
"a/the participant" or "one participant" or "another participant". All names, places, dates or any other
identifying information provided by you will be excluded in the summary. If we would like to use
extended quotes from the feedback you provide in any results you will first be asked for permission. In
the same way, when disseminating the results of the study via presentations and publications, no content
will identify you. We aim to get the summary to you once the results have been analyzed.

10. What will happen to information about you?
By signing the consent form you consent to the research team collecting and using personal information
about you for this research study. This will include information from the above mentioned assessments
and the group and individual coaching sessions. In order to assess the usability and popularity of the app,
we also include information gathered from how many times participant’s use it, for how long and what
they access. All information obtained in connection with this study that can identify you will remain
confidential and it will only be disclosed with your permission, except as required by law.
To safeguard your privacy and confidentiality, details that identify you are removed from the information
we collect about you and marked with a code instead of your name. Identifying information is stored
separately from all your other information. Your information is stored in secure cabinets under lock and
key or password protected files on a secure database. Only named researchers and Barwon Health Human
Research Ethics Committee (HREC) have access to it, including your identifiable data, in order to run this
intervention study and for regulation purposes. Thus, it is possible for the researchers to link the code
back to you if necessary (e.g. if we need to contact you as part of the BipolarWISE program or feedback
study). To make sure no one else has access to information that can identify you, the code will be securely
stored separately from the rest of the data.
If the researchers believe that there is an immediate risk to your safety or that your acute illness related
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behaviour may have severe negative consequences for you or others, they will exchange information with
your treating doctor regarding, or if necessary emergency services and associated health professionals and
your family members when exercising their duty of care. In these circumstances they will only provide
whatever information is essential for your welfare. As far as possible they will inform you of their
intention to disclose this information and what information they have exchanged in these circumstances.
Only non-identifiable information is used in the analysis of the results. It is anticipated that the results of
this research project will be published and/or presented in a variety of forums. In any publication and/or
presentation, information will be provided in such a way that you cannot be identified (for more detail,
please see above heading number 8. What happens when this study ends?).
Only the data that does not identify you will be used in the future by the researchers on this study in order
to conduct further analyses towards better understanding and developing programs for family/friends,
people with bipolar disorder and online/app programs. Other researchers will need to be approved by the
Co-coordinating Principle Researcher and the Barwon Health Research Ethics Committee (HREC) in
order to gain access to this de-identified data.
After the study has been completed, all study-related documents will be stored securely for 15 years in line
with national research guidelines, and you may access that information if required. After the 15 year period
your paper records will be shredded and destroyed and the electronic files deleted.

11. Who has reviewed the study?
All research in Australia involving humans is reviewed by an independent group of people, called a Human
Research Ethics Committee (HREC). This research study has been reviewed and given approval by Barwon
Health Human Research Ethics Committee. This project will be carried out in accordance with the National
Statement on Ethical Conduct in Human Research (2007) produced by the National Health and Medical
Research Council of Australia. This statement has been developed to protect the interests of people who
agree to participate in human research studies.

How do I get more information or put my name on the Expression of Interest
List?
The outline of the research study has been described to you in this consent form. If you would like more
information about the study or if there is any matter about it that concerns you, either now or in the future,
do not hesitate to ask one of the members of the research team. Before deciding whether or not to take part
you may wish to discuss the matter with a relative or friend or with your doctor. You should feel free to do
this.
If you have any questions about the study at any time, feel free to contact the researchers:
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Contact email: bipolarwise@deakin.edu.au
Phone number: 0459965545
If you have any complaints about any aspect of the project, the way it is being conducted or any questions
about rights as a research participant, then you may contact:
Dr Giuliana Fuscaldo
Manager, Office for Research
Ph: (03) 4215 3372
Email: gfusca@barwonhealth.org.au
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Participant Consent Form
Title: Development of BipolarWISE, an innovative blended face-to-face and
mobile application psychosocial intervention
Declaration by Participant


I have read the Participant Information Sheet.



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



I have had an opportunity to ask questions and I am satisfied with the answers I have
received.



I freely agree to take part in this study as described and understand that I am free to
withdraw at any time during the project without affecting my future care.



I will provide the contact details of my nominated treating medical doctor to researchers
for the purposes described in the Participant Information Sheet



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

Name of Participant (please print)
Signature

Date

Declaration by 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 Researcher† (please print)
Signature

Date

Note: All parties signing the consent section must date their own signature.
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