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We are inviting adults with multiple sclerosis (MS) living in Australia to take part in a digital (online)
nutrition education program called Eating Well with MS. This program was co-designed with people
with MS and has previously been tested in a small study involving people with MS living in Western
Australia.

The purpose of this new study is to test how completing the Eating Well with MS program affects diet
quality, quality of life, food and nutrition knowledge, fatigue, and mental health with a larger group of

people with MS from across Australia. We are also investigating the program's long-term impact and

effectiveness.

This Plain Language Statement and Consent Form tells you about the research project. It explains the
tasks involved. Knowing what is involved will help you decide if you want to take part in the research or
not.

Please read this information carefully. Ask questions about anything that you don’t understand, or you
want to know more about. Before deciding whether 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.

What is the project about?

o There is lots of information online about diets for MS, but it's not always based on current
evidence, and it can be confusing trying to work out what is reliable information.

o We previously conducted a small pilot study which showed that the Eating Well with MS
program is likely to be well-received and may help improve diet quality for people who
complete it.



e Using feedback from the initial participants, we have refined and improved the program to
make it more effective and accessible for people with MS across Australia.

e We are now conducting a larger study to confirm the promising results from the pilot project.

e We aim to recruit 342 adults who have been diagnosed with MS

The aims of this project are to:
e Test the impact of Eating Well with MS on diet quality, quality of life, food and nutrition literacy,
fatigue and mental health in people with MS, including long-term impact and sustainability
e Assess feasibility and acceptability of Eating Well with MS

Who is doing the research?

e The project is being conducted by PhD student, Eduard Martinez Solsona, and his supervisors
Professor Lucinda Black and Dr Rebecca Russell at the Institute of Physical Activity (IIPAN),
Deakin University.

e Mr Martinez is funded by a Deakin University Higher Degree by Research scholarship

e This project is funded by internal funds of the Deakin’s University Faculty of Health provided to
Professor Lucinda Black ($25k). The co-design and development of the Eating Well with MS
program was funded by MS Australia and MSWA.

Why am | being asked to take part and what will | have to do?

You have been asked to take part because you have been diagnosed with MS. To confirm your
eligibility for the study, we require official documentation. This evidence may include a letter from your
neurologist, GP, or MS nurse, an NDIS document, or any other official confirmation of your MS
diagnosis. This document will be reviewed only for eligibility purposes and will be permanently deleted
from our records immediately afterward.

e There will be no cost to you for taking part in this research and you will not be paid for taking
part.

¢ You will need access to the internet to take part in the program.

e We will ask you to complete a short questionnaire before the program begins with some
standard questions about your age, sex, type of MS, etc.

e For mailing of hardcopy resources, you will need to provide your postal address. Providing
your postal address is optional as the resources are also available online.

You will be randomly assigned to one of two groups: 1) the program group, which will complete the
Eating Well with MS program, or 2) the control group, which will receive standard dietary advice
designed for the general population.

Program group
If you are randomly assigned to the program group, your participation will involve the following:

¢ You will receive online resources to support healthy eating, which will be emailed to you at the
start of the study. These can also be posted to you in hardcopy if you prefer.

e You will take part in the online nutrition education program called Eating Well with MS. The
program will run for 6 (six) weeks, and we will release a new module/topic each week. We
expect that it will take around one hour (60 minutes) to complete each module. You can
complete the module at any time throughout the week at a time that is convenient for you.
Three (3) months later, you will be asked to complete a refresher module to support the
program’s key messages.

e The Eating Well with MS program includes a discussion board, which is a secure space where
you can connect with other participants to share experiences, ask questions, and discuss



topics related to healthy eating and managing MS. You can access the board any time until
two weeks after the 3-month refresher module. A nutritionist will moderate discussions to
ensure they remain supportive and respectful. Please note, sharing or reading personal
stories may cause distress or discomfort. If this happens, you are encouraged to seek support
from available services or contact the research team.

e Participants will be asked to complete several online questionnaires throughout the study.
These surveys will take around 20-25 minutes to complete each time, and will cover topics
such as diet habits, food and nutrition knowledge, the impact of MS on dalily life, fatigue levels,
mental health, mobility, and readiness to make dietary changes. Some questions may be
personal or sensitive, which could cause feelings of distress or discomfort. The surveys will be
completed at the following timepoints:

o At the start of the study.
o At 6 weeks, 3 months, 6 months, 9 months, and 12 months after starting the study.

o Here are a few examples of sensitive questions you might encounter in the study
surveys:

e Hospital Anxiety and Depression Scale:
o “You feel as if you are slowed down." (Rated from 0 — Not at all to 3 — Nearly all the
time)

e MS Impact Scale:

o "In the past four weeks, how much has your MS limited your ability to carry out your
daily activities?" (Options range from "Not at all" to "Extremely"). These questions are
designed to understand how your health and emotional wellbeing may be affected, but
they could cause distress or discomfort when reflecting on personal experiences.

e Once the program has finished, we will ask you some questions about your interest in the
program, and whether you found the program to be useful. In addition, we will invite a small
group of participants to take part in an online one-hour interview via Zoom, based on their
level of engagement in the program, as recorded by the program itself. A total of 15 individuals
will be selected, with five participants randomly selected from each category: 1) Completers
(those who have finished all six modules but not the refresher), 2) Partial Completers (those
who have completed between 2 to 4 modules), and 3) Non-Completers (those who have
completed one module only). Participation in this interview is optional, and you will be
compensated with a $30 voucher. They will take place after the 6 weekly modules and will
help us understand your thoughts about the program, including its content, how easy it was to
use, and how relevant you found it. Your feedback will be used to improve the program for
future participants. These interviews will be video and audio-recorded for transcription
purposes. Only the audio component will be retained, and the data will be kept in secure
Deakin University electronic servers. You will be asked to turn on your camera to enhance
communication and monitor your well-being, with the option to turn-off your camera if you
prefer.

e We anticipate a time commitment of approximately 6—7 hours for completing the online
modules, along with an additional 2 hours for surveys over the 12-month study period. You will
also have the opportunity to engage with the provided healthy eating resources. The time
spent on these resources will depend on individual preferences. Participants taking part in the
online interviews will have an additional one-hour commitment.

Control group

If you are randomly assigned to the control group, your participation will involve the following:

e You will receive online resources to support healthy eating, which will be emailed to you at the
start of the study. These can also be mailed to you in hardcopy if you prefer.



You will be asked to complete surveys at different time points. The surveys typically take
around 20-25 minutes to complete and will include questions about your eating habits, food
knowledge, and how you feel physically and emotionally. We'll also ask about your fatigue
levels and any changes in your overall quality of life. The surveys will be completed at the
following timepoints:

o At the start of the study.

o At 6 weeks, 3 months, 6 months, 9 months, and 12 months after starting the study.

If you are allocated to the control group, your expected time commitment will be around
2hours to complete surveys across the 12-month study period, plus the time that you choose
to engage with the provided healthy eating resources.

After the study is complete (approximately 12 months), you will be able to access the Eating
Well with MS program if you choose.

Are there any benefits to being in the research project?

By participating in this study, you may benefit from improving your diet quality and accessing
the resources that promote healthy dietary choices, whether through the nutrition program or
evidence-based healthy eating guidelines.

The nutrition program is not a substitute for medical care or prescribed medication, and
accessing the program does not guarantee specific health improvement or symptom
management.

While we cannot guarantee direct personal benefits, the information you provide will contribute
to advancing research and developing reliable nutrition resources for the broader MS
community. This study aims to improve dietary support for people with MS, which could
benefit others in the future.

Are there any risks, side-effects, discomforts, or inconveniences from being in the research

project?

We do not anticipate that the content of the nutrition education program or the healthy diet
guidelines will cause you any distress. But if you feel anxious about any of the topics, you do
not need to complete that section.

Whilst all care will be taken to maintain privacy and confidentiality of any information shared
on the online discussion boards within the program, you should be aware that you may feel
embarrassed or upset if one of the program participants shares the information. There are
discussion board rules that all participants will agree to, which includes not sharing information
about others.

Apart from the time commitment required, there may be a time burden associated with
completing the surveys. Additionally, participants may experience distress due to responding
to certain survey questions. The research will be monitored by the research team to ensure it
follows ethical and scientific standards. This includes regular reviews of data collection
processes, adherence to the study protocol, and compliance with privacy and safety
measures. The research team will also oversee participant progress and address any issues
or concerns that arise during the study. Additionally, the study will comply with the conditions
of ethics approval granted by the university's Human Research Ethics Committee.

If you experience any distress or discomfort due to completing the surveys or participating in
online discussions, support is available. Please consider reaching out to the following services
for confidential help:

o Lifeline — 24/7 crisis support and suicide prevention. Call: 13 11 14 | Visit:
www.lifeline.org.au

o Beyond Blue — Support for anxiety, depression, and mental health. Call: 1300 22 4636
| Visit: www.beyondblue.org.au

o MS Connect (MS Australia) — Support for people living with MS. Call: 1800 042 138 |
Visit: www.msaustralia.org.au



https://www.lifeline.org.au/
https://www.beyondblue.org.au/
https://www.msaustralia.org.au/

Who will have access to my information? The information collected in this research will be linked to
participants by allocating unique codes instead of names or other personal details. This means
researchers can reconnect information to participants if needed, while keeping their personal details
separate from the main data.

This coding helps the research team:

o Contact participants for follow-ups or to clarify information.

o Identify participants who completed, partially completed, or didn’t complete the
program to invite them to exit interviews.

o Manage and track participants’ consent for various aspects of the study, ensuring
ethical research practices.

e Electronic data will be password-protected and stored in Deakin’s University Secure Research
Drive, accessible only to authorised research team members.

e After the 6 weekly modules, approximately 15 participants will be invited to participate in
online interviews via Zoom to share their feedback. These interviews will be recorded (audio
and video) to ensure all insights are captured accurately. However, only the audio component
will be used for transcription purposes, and the video will not be retained or analysed.

e The recordings will be securely stored on a password-protected system accessible only to the
research team. The audio from these recordings will be transcribed using the secure, Al-
powered Zoom transcription feature. Participants will be assigned a pseudonym, and only
authorised members of the research team will have access to the original names if needed.
The interview notes will then be added to NVivo so we can analyse the data for common
themes and ideas. All information will be used solely for research purposes and will remain
strictly confidential.

o The information we collect in this study will be kept under secure conditions at Deakin
University for 15 years after the research is published and then it will be destroyed.

o The results of this research may be presented at conferences or published in professional
journals. You will not be identified in any results that are published or presented.

Optional Consent Future Research: We would like you to consider allowing us to send you information
about future research projects. Once you receive the information it is your choice if you decide to take
part or not.

Optional Extended Consent: In line with the National Statement on Ethical Conduct in Human
Research (Section 3.1.49), we are seeking your extended consent to use your re-identifiable data for
future research projects beyond this study.

According to the National Statement, extended consent allows researchers to use your data for future
research that is related to the original study but not fully defined at the time of your participation. This
data will remain re-identifiable, meaning it will be linked to you using a unique code rather than
personal information, which will be stored separately and securely to protect your privacy.

Implications for you:

e Your participation in this study will not be affected by your decision to give or withhold
extended consent.

o If you provide consent, your re-identifiable data may be used in future studies related to this
research.

e You can choose not to provide extended consent, and your data will only be used for this
current study.

e Your privacy and confidentiality will always be strictly protected, and data will be managed
according to ethical and legal standards.



You have the right to re-negotiate your consent at any time during the study. If you have any
concerns, wish to change your level of participation, or need more information before continuing, you
are free to discuss this with the research team. Your participation is entirely voluntary, and you can
make changes to your consent as needed to ensure you feel comfortable with your involvement.

If the data have already been published, participants can still withdraw their consent for future data
use, but we will not be able to remove their data from published research. However, only combined
(non-identifiable) data will be included in publications.

However, if you have consented to your data being used for future research, you can still request its
removal from our records. If you have concerns or wish to discuss your participation, the research
team is always available to support you.

Will you tell me the results of the research?

e A concise summary of the study’s findings using group (not individual) data will be prepared and
sent directly to you via email. Additionally, the summary will be made available on the program’s
website (https://msnutritionresearch.com.au) if you wish to access it later. In addition, these results
may be shared in scientific articles or public reports. No participant will be identifiable in these
outputs.

Do | have to take part in the research project?

e Taking part in the research project is voluntary. It is your choice to take part or not. You do not
have to agree if you do not want to. If you decide to take part and then change your mind, that
is okay, you can withdraw from the project. If you choose not to take part, or if you start and
then stop the study, it will not affect your relationship with any MS organisation.

e We can still delete your data from our records. If you agreed to let us use your data for future
research, we will keep it for up to 15 years, and you can request to have it removed during this
time.

e You do not have to give us a reason; just tell us that you want to stop.

e If you choose to leave the study, we will use any information collected unless you tell us not to.

What happens next and who can | contact about the research?

e If you decide to take part in this research, we will ask you to provide your consent. When
registering on the program website, there is a checkbox to indicate you have understood the
information provided here in this information sheet.

e By ticking the box, you are telling us that you understand what you have read and what has
been discussed. Ticking the box indicates that you agree to be in the research project and
have your information used as described. Please take your time and ask any questions you
have before you decide what to do.

e  You will be given the opportunity to download the Plain Language Statement and Consent
Form prior to giving your consent to participate. You will also receive a copy this document via
email after you provide your consent to participate. This document is for your records and
contains important details about the study, your involvement, and contact information for the
research team. If you need another copy at any time, please contact the research team, and
we will provide it.

Deakin University Human Research Ethics Committee has approved this study (2024/HE000590).

Complaints

If you have any complaints about any aspect of the project, the way it is being conducted or any
questions about your rights as a research participant, then you may contact:

The Human Research Ethics Office, Deakin University, 221 Burwood Highway, Burwood Victoria
3125, Telephone: 9251 7129, research-ethics@deakin.edu.au



mailto:research-ethics@deakin.edu.au

Further information

If you require further information or have any problems, please reach out to Professor Lucinda Black,
Institute for Physical Activity and Nutrition (IPAN), School of Exercise and Nutrition Sciences, Deakin

University, email- lucinda.black@deakin.edu.au, or by telephone +61 3 924 45491

Consent

Participation in this project involves providing online consent through the Eating Well with MS program
website. You will be given the opportunity to review the Plain Language Statement and Consent Form
before providing online consent. On that webpage, you will be asked to indicate your agreement by
selecting a checkbox confirming that:

¢ You have read and you understand the Plain Language Statement.

e You understand the purposes, procedures, and risks of the research described in the Plain
Language Statement.

¢ You have had an opportunity to ask questions and you are satisfied with the answers you have
received.

¢ You understand that (if selected) interviews will be video/audio recorded for transcription.

e You freely agree to participate in this research project as described and understand that you are
free to withdraw at any time during the project without affecting your future care.

¢ You have been given the opportunity to download a copy of the Plain Language Statement and
Consent Form to keep.

By selecting the checkbox online, you provide your consent to all of the statements listed above. The
system records the date and time of your consent, and you will have the option to download a copy of
the Plain Language Statement and Consent Form for your records.

Withdrawal from the project is voluntary, and if you choose to withdraw, you may specify whether or
not your previously collected data may still be used.

Feel free to reach out to us at eatwellms@deakin.edu.au or to Professor Lucinda Black directly if you
have any questions or need further clarification: lucinda.black@deakin.edu.au; +61 3 924 45491
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WITHDRAWAL OF CONSENT FORM

TO: Study participants

Withdrawal of Consent Form

(To be used for participants who wish to withdraw from the project)

Date:

Full Project Title: Improving diet quality among people with multiple sclerosis using
digital nutrition education

Reference Number: 2024/HE000590

| hereby wish to WITHDRAW my consent to participate in the above research project
and understand that such withdrawal WILL NOT jeopardise my relationship with
Deakin University or any MS organisation.

Participant’'s name (printed) ...

Signature ... Date .....oovviiiiinne.

Please email this form to:

Eduard Martinez Solsona, Deakin University.
eatwellms@deakin.edu.au
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