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The ADAPT Trial

Participant Information Sheet

We invite you to take part in a research trial investigating the effectiveness of
Pilates or Tai Chi online groups for people with rheumatological diseases

Why are we doing this trial?

Many people with rheumatological diseases experience severe fatigue and other symptoms which
can make participating in everyday life very difficult. We are looking at whether Pilates or Tai Chi
online group classes can reduce fatigue and improve quality of life.

Do | have to take part?

No. You do not have to take part. Your participation is entirely voluntary and any decision on
whether to participate or not will not affect your medical care. You can withdraw from the trial at
any stage without giving a reason.

Am | eligible to take part in this trial?

In order to participate in the trial you will need to meet the following criteria:

° Be aged 18 or over and resident in the UK.

] Have a diagnosis of a systemic autoimmune rheumatic disease (SARD). These
include, but are not limited to, inflammatory arthritis, systemic lupus erythematosus,
systemic sclerosis, Sjogren’s, myositis, vasculitis, and undifferentiated (UCTD) or
mixed (MCTD) connective tissue disease.

] Currently experiencing fatigue that impacts your daily life.

] Be able to use Zoom (or learn how to use it — we can teach you at the start of the trial
if you are not confident) and have a device such as a mobile phone, tablet or laptop for
accessing the online classes.

e  Not currently attending a regular exercise class, either in person or online, once a
week or more regularly.

e  Not currently enrolled in any other fatigue related research studies.
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What will | have to do?

Screening questionnaire
If you are interested in joining the trial, we will ask you to complete our screening questionnaire

online here https://bit.ly/adapt eoi

Once you have completed the questionnaire, someone from the research team may contact you
via telephone to confirm your eligibility and answer any further questions you may have. You will
be asked to register your email address and telephone number with “Medrio”, the secure
messaging platform we use to send out secure questionnaire links.

Consent and baseline questionnaire
If you are eligible to participate in the trial, you will receive a link to an online questionnaire
containing the consent form and questions about your health and quality of life.

Please note: We require you inform your relevant physician (e.g. GP and/or Rheumatologist) that
you are taking part in the trial. We will provide you with a letter, via email attachment, to share with
your relevant physician.

Group allocation

Once we receive your responses, you will be randomly allocated (by computer) to one of the
following 3 groups until we reach our recruitment target. The group you are allocated to is
determined by chance.

The groups will be as follows:

1. Pilates class. This is a gentle 1-hour class led by a qualified instructor, running twice a
week for 8 weeks via Zoom. The classes are specifically adapted for people with chronic
diseases and the instructor will offer modifications to suit every level of ability, with regular
breaks throughout. The focus is on getting moving and having fun, with a strong emphasis
on participation and enjoyment rather than perfection. Attendees will be encouraged to join
in group discussions (10 minutes) at the end of each session. The discussions will focus on
what everyone thought of the class and you can choose whether or not you would like to
join in or if you would prefer just to listen. Following completion of the 8 weeks of classes,
you will be given the opportunity to continue once a week for a further 8 weeks for free.

2. Tai Chi class. This is a gentle 1-hour class led by a qualified instructor, running twice a
week for 8 weeks via Zoom. The classes are specifically adapted for people with chronic
diseases and the instructor will offer modifications to suit every level of ability, with regular
breaks throughout. The focus is on the mind and the body working together in harmony,
and is as much about mental health and participation as physical health. Attendees will be
encouraged to join in group discussions (10 minutes) at the end of each session. The
discussions will focus on what everyone thought of the class and you can choose whether
or not you would like to join in or if you would prefer just to listen. Following completion of
the 8 weeks of classes, you will be given the opportunity to continue once a week for a
further 8 weeks for free.

3. Control group. If you have been randomly allocated to the control group you will not be

invited to join a group activity class. You are still an important part of the trial and making a
valuable contribution to helping us answer our research question, by allowing us to have a
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comparison group. Upon completion of the trial you will receive access to online exercise
videos, a mental health in rheumatology support video and links to support organisations.

Group allocation

If you have been allocated to one of the online group classes you will receive an introductory email
and Zoom link to the classes from your instructor. Each block of classes will run Monday to Friday,
with sessions running between midday and early evening. We will send automated class
reminders via email before each class, with the option to opt out of these. You will be able to
indicate your preferred times in the expression of interest online form. Both classes are suitable for
absolute beginners — no prior knowledge or experience of Pilates and Tai Chi is required.

We offer an extra (optional) 1-hour informal drop-in Q&A session on Zoom before classes start,
where we will demonstrate how to set up Zoom and answer any questions, concerns or worries
you may have about participating in Pilates or Tai Chi classes.

Follow-up questionnaires

You will receive links to complete online questionnaires about your health and wellbeing at three
additional time points: 10 weeks, 18 weeks and 6 months after joining the trial. All questionnaires
will be completed online but paper copies can be available on request.

Possibly be invited to take part in other studies

Some people may be invited to take part in optional interviews and/or other studies related to the
experience of living with autoimmune diseases. If this is the case, you will be given further
information about what these involve. The interviews will be conducted online and will not require
any travel. You will be free to decide at that point whether or not you want to do them and it will not
affect your participation in the current trial.

Please see below for a summary timeline of all trial activities:

Time point Trial activity

Expression of interest Complete online screening questionnaire. Follow-up
screening telephone call with a member of the study team
to confirm eligibility.

Baseline Provide informed consent and baseline questionnaire about
your quality of life, health and wellbeing

0-8 weeks 8 weeks of Pilates classes (2 per week)
OR
8 weeks of Tai Chi online classes (2 per week)
OR
Control group — no classes
10 weeks Follow-up questionnaire
18 weeks Follow-up questionnaire (shorter version)
6 months Follow-up questionnaire.

Qualitative interviews for a small subsample of participants
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What if | have mobility difficulties and/or would prefer a single sex class?

We will ask you questions at the expression of interest stage to determine any accessibility
requirements for attending the class. This could include questions such as if you require seated-
only classes, if you are able to stand and if you can move from seated position to lying down. Both
the Pilates and Tai Chi classes will be adaptable to most levels of ability, including those who
cannot get onto the floor for floor-based exercises. You may have to wait until an appropriate class
is timetabled.

We understand that the nature of systemic autoimmune rheumatic diseases means your ability to
do certain movements may fluctuate over the course of the 8-week classes and the class
instructors will accommodate for this. Our general rule with any symptom arising is “if in doubt, sit
it out”. We will still encourage people to attend and engage with the classes for the social and
wellbeing element.

We understand that some people may be more comfortable in a single sex class, and we will have
classes that are female-only (including the instructor) and mixed. You can choose which you
prefer when completing the expression of interest form.

What are the possible risks of taking part?

The following risks, although unlikely, need to be considered:

e The physical activity course will be gentle and adapted to people with chronic diseases, but
any activity may cause problems or injury in anyone. In the case of minor injuries, you will
be allowed to continue with the class but should avoid movements which cause pain. In the
unlikely event of a significant injury during the class, you will be advised to stop the
activities and directed to seek medical advice from your usual care provider i.e. your GP.
You may be able to rejoin the classes later if deemed appropriate by your care provider.

e Our priority is your mental and physical health. Prior to starting the trial, you will complete
an online form to tell us about your physical and mental health. Depending on what you
have written and whether some types of physical activity may not be recommended for you,
we may ask for one or more of the following:

i)  Our research team will telephone you to discuss in more detail with you any
symptoms that you have raised

ii) Our research team clinicians may review your answers and then may ask you to
confirm with your GP that it is safe for you to participate

i) For more serious problems (for example, chest pain) we may ask for written approval
from your own doctors before you can participate.

e We ask that everyone attending the courses be kind and supportive to others in the group.
It is most likely that this will be the case but anyone not following this rule will be asked to
leave the group.

What are the possible benefits from taking part?

Taking part in this study will help us understand what works well for people with rheumatological
diseases. Some people with these conditions find that exercise helps reduce fatigue and improve
quality of life, and that being part of a group reduces feelings of loneliness. However, we don't yet
know which approaches are most helpful. You will be randomly allocated to one of three groups:
usual care, usual care plus Tai Chi classes, or usual care plus Pilates classes. Regardless of
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which group you are in, you will be contributing important information to help improve care for
people with these conditions in the future.

How will information about me be kept confidential ?

All information about you (including your personal data) will be stored securely with access
restricted to authorised members of the research team from the University of East Anglia and
King’s College London. If you are assigned to the Pilates or Tai Chi groups then the exercise
provider will have access to your basic contact information (name, telephone number, email) and
any medical information that you provided within the screening questionnaire that is relevant to
your safety in the class, e.g. if you have a heart condition. For additional safeguarding measures in
the event of a serious injury during a class, we will ask you at trial registration to provide i) an
emergency contact ii) consent for the exercise provider to have access to your home address for
dialling the emergency services. Only these people will access your personal data as they need to
manage your participation in the trial or audit the data collection process.

We will use direct quotes from some peoples’ questionnaire responses and qualitative interviews
in the write-up of the study. These will be labelled with a unique trial identification number and no
names will be included. The published results will not include any information that could identify
individuals.

In addition, authorised staff who work for or with the sponsor of the trial (University of East Anglia)
or relevant regulatory authorities may require access to your personal data or your trial data. This
would be to check the accuracy of the trial data and ensure that it is being conducted in
accordance with the relevant regulations. All information will be treated in the strictest confidence
during that review process.

General Data Protection Regulation
This trial will be following the General Data Protection Regulation (GDPR) May 2018.

The University of East Anglia (UEA) is the sponsor for this trial based in the UK. UEA will be using
information from you in order to undertake this trial and UEA will act as data controller for this. This
means that we are responsible for looking after your information and using it properly. UEA will
keep identifiable information about you for two years after the trial completion date and any follow-
up study is completed, following which time any identifying material will be destroyed and the non-
identifiable data will be archived for five years, then destroyed.

Your rights to access, change or move your information that we hold are limited, as we need to
manage your information in specific ways in order for the research to be reliable and accurate. If
you withdraw from the study, we will keep the information about you that we have already
obtained. To safeguard your rights, we will use the minimum personally identifiable information
possible.

Your personal data will be processed according to the legal basis of “Public Task”. Further
information about how the University uses personal data can be found at:
https://www.uea.ac.uk/about/university-information/statutory-legal-policies/data-protection

Fully anonymised data may be shared on academic open access platforms to ensure
transparency, aid peer review and allow other researchers to make use of data for re-analysis.
Only trial data that cannot identify you will be shared. This will be governed by appropriate
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agreements. The transfer of information will be done securely and in accordance with local
security policies and the Data Protection Act 2018.

Who has approved the trial?

This trial has been reviewed and approved by the Faculty of Medicine and Health Sciences
Research Ethics Committee, University of East Anglia [reference ETH2526-1161]. The trial is
registered with the ISRCTN [reference 3944706].

Who is organising and funding the trial?

The trial is being organised by the University of East Anglia in collaboration with the University of
Cambridge and King’s College Clinical Trials Unit. This trial is funded by the National Institute for
Health and Care Research (NIHR).

What to do next:

‘/ | WOULD like to take part

questionnaire online by following this secure link https://bit.ly/adapt eoi
OR by scanning the QR code.

If you would prefer to complete these forms by post, please get in touch with us using the contact
details below.

X I DO NOT want to take part

If you do not wish to take part you do not need to do anything.

Who do | contact if | have any questions?

Please get in touch with the study team at:

ADAPT.study@uea.ac.uk
Miranda Van Emmenis (Trial Coordinator)

Thank you for taking the time to read this information sheet.

FUNDED BY
This project is funded by the National Institute for Health and Care

N I H R National |n5titute for Research (NIHR) Research for Patient Benefit, grant reference number

NIHR207162. The views expressed are those of the author(s) and not
Health and Care ResearCh necessarily those of the NIHR or the Department of Health and Social Care.
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