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1. Introduction
Dealing with the bipolar disorder of a close relative or friend can be challenging. The aim of this research
is to invite close relatives /partners or friends (family/friends) who are a source of support for an adult
with bipolar disorder, to help develop a useful online resource for family/friends, called BipolarASSIST.
This new resource will form part of a comprehensive information and training program called
BipolarWISE that we are developing. The other part is a face-to-face and online app program for
individuals with bipolar disorder themselves, and is run completely separately.
If you decide to participate and meet the study eligibility criteria you will be asked to access the online
program specifically for family/ friends for the 13 week duration of the study, and to provide feedback
about it, for example, what you like/don't like and ways it can be improved.
This Participant Information Sheet and Consent Form tells you about this research. It explains the
processes involved in taking part in this study to help you decide if you want to take part or not. Please
read this Participant Information carefully and if appropriate discuss it with others you trust. You can
contact the researchers via phone or email (contact details below) if you have any questions and/or decide
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you would like to participate. One of our team will go through the information sheet with you. Please ask
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 they will
contact you when the study starts and you can decide whether to consent to 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. We expect that the researchers will contact you in September 2021
but it may be slightly later.
You may have a relative, partner or friend who is participating in the separate section of the BipolarWISE
program for adults with bipolar disorder. If you do, please note that any decision to participate or not
needs to be made independently. What is right for one person may not be right for another and
participation is an individual decision.
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 the research project. If you do
decide that you can take part, once you have signed the Participant Information Sheet and Consent Form,
you will be given a copy to keep.

2. What is the purpose of this research?
Family/friends of people diagnosed with bipolar disorder are commonly called on for informal support,
but often find it difficult to deal with the person’s challenging symptoms, to provide support and maintain
their own wellbeing. They commonly experience high levels of distress and mental and physical health
problems and their quality of life may suffer. These informal supporters are often left without much
information or support to carry out their valuable role. Thus, with the help of family/friends of people
with bipolar disorder, we aim to develop an acceptable, useful, and practical online information and
training program to assist family/friends with their supportive role and to maintain their wellbeing and
quality of life.
Research suggests that face-to-face programs designed specifically for family/friends of people with
bipolar disorder are helpful, however, these programs are not always available and may not suit everyone.
Some family/friends prefer to seek information online, but this is usually of a variable quality, and most
websites cater more for people with bipolar disorder than family members.
The new website we are developing is based on a previous one developed by our team, known as
www.bipolarcaregivers.org. The content of this static information website came from a study we
conducted involving the existing literature combined with the opinions of international panels of
caregivers, people with bipolar disorder and clinicians with expertise and experience in dealing with
bipolar disorder. In a previous evaluation by visitors to the site, it was suggested that we include videos
and training exercises to assist family/friends to apply the information to their daily lives. This is the aim
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of the current project, and also to update and improve the available information, as
www.bipolarcaregivers.org was developed over 5 years ago.
This research project is the first step in the development of the BipolarWISE program with its two
separate parts, one for family/friends (BipolarASSIST) and one for people with bipolar disorder
themselves (BipolarWISE). We believe that in order to make sure the new online program for family/
friends is relevant and useful, it is essential to involve people with lived experience of supporting a person
with bipolar disorder in its development. The first step involves providing feedback on the initial pilot
version of the updated website via completing monthly online feedback surveys over the three-month
study, and a final clarifying face-to-face / telephone interview with researchers.
Your feedback will help to develop the final BipolarASSIST website, which will then be ready to be
tested in a large rigorous trial to see if it is effective in assisting family/friends to carry out their
supportive role, reduce their distress and maintain their quality of life. If helpful, this online resource
could be made publicly accessible and potentially make a difference to the lives of both family/fiends and
the people with bipolar disorder they support. Furthermore, your feedback will contribute to our
understanding of the needs of family/friends dealing with bipolar disorder

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 family/friends to participate in this study. To participate in this project where we
are evaluating the family/friend component, you do not need to be a family/friend of person who is
participating in the part for people with bipolar disorder. If you agree to participate you will be asked to
sign the Consent Form and proceed to the next step in joining the study, which is the screening
assessment. As this research is in a very specific area, we assess people’s eligibility to participate in a
private telehealth or face-to-face interview.
To participate you need to be a key informal support person, and relative, friend or partner of an adult
with diagnosed bipolar disorder. The aim is for family and friends to be able to provide feedback so they
cannot be psychotic or experiencing a health problem that impairs with their memory of the program,
such as dementia. In addition, participants need to be 18 years or over, fluent in English, and be able to
access the website online over the 14 weeks that of the study.
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The website is not designed to treat family/friends who are themselves currently experiencing an acute
major episode of depression/hypomania/ mania. In the situation where a family member/friend does not
meet this criterion at this time of screening, they can make another appointment to return for the screening
assessment when they feel better, providing:
a. The program for family/friends has not started
b. There are not already 16 family/friends participating in the 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.
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 telehealth or face-to-face baseline assessment together will take about an hour.
During this interview the researcher will ask you questions about your demographics, health, your
experience supporting the person with bipolar disorder, your stress levels, 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 the age of the family/friend or for
how long they have supported the person with bipolar disorder). We will also collect your contact
information so that we can keep in touch with you throughout the study.

Participation in the online family/friends website program
You will have access to the website for 14 weeks and can select what information, videos and online
training tools you would like to use. The website covers areas such as finding out more about bipolar
disorder and ways people can treat and manage it, ways to provide support and communicate with the
person with bipolar disorder, ways family/friends can reduce stress and maintain relationships, and
strategies to enhance your own wellbeing and quality of life. There is also a section with links to other
supportive resources in the community.
The website has a secure messaging system, and if you have difficulty applying the training tools to your
situation or technical difficulty, you can message the facilitators or the IT expert on the research team.
The research facilitators will also contact you via this messaging system on a fortnightly basis to provide
encouragement and suggest website content that might interest you.

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 quality of life, daily
functioning, stress levels, and anxiety and depressive symptoms in order to evaluate the program. This
will involve:
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1. Completing monthly online feedback surveys (3 in total, each taking about 30 minutes) about
your opinion of the website content you have accessed. 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. You will be asked to comment on the design and usability of the website.
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 it.
2. Completing a private feedback interview 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 website content, design and delivery, whether or not you
have applied any of the content to your situation, or if you think your knowledge, opinions or
behaviour may have changed (or not) due to the information. We estimate that the interview will
take around 40-60 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 quality of life, stress, anxiety, depression
We ask that you complete brief online survey assessments of these factors on a monthly basis. We
estimate that they will take about 5-10 minutes to complete.
This study is the first step towards evaluating the BipolarWISE program and does not include large
numbers of participants, which means we cannot draw firm conclusions about the effect of the
BipolarWISE program on these outcomes. We have included these assessments in the evaluation study,
however, to better understand your experience of the program and the feedback you provide. If there are
improvements on these outcomes, this can be encouraging and may help to identify ways of coping that
suit you.
Furthermore, as part of the program, these assessments can assist you and the researchers to notice
changes (e.g. in stress, depressive symptoms) and if necessary respond to them.

If you are a family/friend of a person with bipolar disorder, and you also have bipolar
disorder or a depressive disorder
The family/friends program is not designed to treat depressive or bipolar disorders and if you have such a
condition, we ask you to nominate a treating doctor that we can contact if we are concerned about your
wellbeing (e.g. if you become suicidal or if you are becoming severely ill with an acute bipolar episode),
as a prerequisite to participation. 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.
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In addition, as part of the fortnightly online assessments, you will be asked to complete validated
assessments of your bipolar disorder/depressive 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 reduce the risk/episode and restore your wellbeing as soon as
possible. 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 exchange information with
your treating doctor regarding their concerns, or if necessary with 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. Furthermore, 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 with you and you
are welcome to return when you feel better, provided the study is still in progress.

Reimbursement
Family/friend participants who complete all three feedback surveys and the final interview are offered
AUD $60 gift voucher. This is a once off amount provided at the end of the feedback interview, as a
token of thanks for your time and participation.

5. 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 relationship with the researchers
or any health professionals, any treatment or programs you join in the future. We ask that if you do
withdraw you discuss your reasons with the researchers and if possible complete a ‘withdrawal of consent
form’ which will be provided to you by the research team.
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 they will discuss this with you. These may include but are not limited to the unlikely
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situation where your involvement in the study interferes with your welfare or clinical care if you continue
to participate, or if for any reason the study ends prematurely.

6. What are the possible benefits of taking part?
This project has the potential to provide an easily accessible useful online resource of the highest quality
for family/friends dealing with a person’s bipolar disorder, but it is in its early stages. For this reason, we
are asking you to help us evaluate, and if necessary improve it. Then it will need to be rigorously tested to
see it is effective before it is rolled out and made available in health service. Thus, we cannot guarantee or
promise that you will receive any benefits from participating in the family/friends program or in this
study, however, possible benefits may include:




A sense of achievement and helping to develop a program to benefit others in a similar situation
can be empowering.
Learning more about your relative/friend’s bipolar disorder, how to deal with it, provide support,
maintain relationships, and enhance your own wellbeing and quality of life.
Being able to access a program specifically for family/friends of people with bipolar disorder
online, privately and whenever it is convenient for you.

You may experience positive effects on your wellbeing and quality of life, but 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. Furthermore, your input will help to improve our knowledge about the needs of family/friends
of people with bipolar disorder and what they find helpful when it comes to online programs.

7. What are the possible risks and disadvantages of taking part?
Participation in the project where people are approached as experts to give feedback is likely to be
empowering. The intervention focuses on enhancing wellbeing. 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. 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 after answering the questions and whether they would like to be contacted by
a researcher to discuss support options.
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8. 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 family/friend
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.

9. 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. In
order to assess the usability and popularity of the website, 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 website 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.
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 of
people with mental health conditions 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
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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.

10. 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 are free to do this.
If you have any questions about the study at any time, feel free to contact the researchers:
Phone: 0459 965 545
Email: bipolarcarers@deakin.edu.au
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-for family/friends
Title: Development of BipolarWISE, an innovative blended face-to-face and
mobile application psychosocial intervention.
This consent form is for a relative, partner or friend of a person with bipolar disorder to
provide consent to participate in the family/friends component of the BipolarWISE
program as described in the Participant Information Sheet.
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 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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