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Participant Information Sheet
Title of Project: Delivering Diabetes Self-Management Education in Thailand

Introduction

We would like to invite you to take part in a research study. Joining the study is entirely up to you. Before you
decide, you need to understand why the research is being done and what it would involve. One of our team will go
through this information sheet with you, and answer any questions you may have. Ask questions if anything you
read is not clear or you would like more information. Please feel free to talk to others about the study if you wish.
Take time to decide whether or not to take part.

What is the purpose of the study?

The London School of Hygiene and Tropical Medicine (LSHTM) are conducting research for people with type 2
diabetes in Chiang Mai Thailand who have recently been diagnosed. The purpose of this study is to provide
diabetes self-management education (DSME) by trained nurses and peer health care volunteers for those recently
diagnosed.

This is a 3 arm cluster randomised trial where your service provider has been randomised to one of the following 3
interventions: 1) usual treatment 2) Nurse led DSME 3) Peer led DSME.

Why have I been asked to take part?
You have been invited because your healthcare provider is involved in the study and has identified you as being

newly diagnosed with type 2 diabetes.

Do I have to take part?
No. Itis up to you to decide to take part or now. If you don’t want to take part, that’s ok. Your doctor will still care
for you and your decision will not affect the quality of care you receive.

We will discuss the study together and give you a copy of this information sheet. If you agree to take part, we will
then ask you to sign a consent form.

What will happen to me if I take part?
Enrolling you in the study

If you are interested in taking part the research assistant will go through the information sheet with you. If you are
happy with the information provided you may complete the consent form.

At this point you will also have the opportunity to raise with the researcher any questions you might have about
the study. You do not have to enter the study unless you feel completely happy with what you are being asked to
do.

A copy of this informed consent document to be offered to the participant
Study title: A scalable solution for delivery of Diabetes Self-Management Education in Thailand
Version & Date: V0.1 08/10/2018
Principal Investigator: Sanja Kinra REC ref:
Participant Information Sheet Page 1 of 5

Angkurawaranon C, et al. BMJ Open 2020; 10:036963. doi: 10.1136/bmjopen-2020-036963



BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance

Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open
TR LONDON 4B
, CHIANG MAI SCHOOLY £
| h | STROPICAL ol
1 3
WY UNIVERSITY STROPICAL Ngffh

Participating in a diabetes education programme

You will be invited to attend a diabetes self-management educational programme. This programme will consist of a
number of sessions delivered as monthly meetings led by community health volunteers or nurses. Short films
about living with diabetes will be shown to introduce key topics.

The education and skills training will be followed by an open discussion session to discuss common challenges
and solutions, set lifestyle goals and seek advice.

Collecting information

If you are happy to proceed with the study the researcher will then ask a series of questions relating to your health.
This will be through completing a questionnaire booklet. These baseline questions will take about twenty minutes
to complete. We will also take blood samples as the beginning of the study from trained phlebotomists.

Each participant will be compensated 200 baht for each of the baseline, 6 month and 12 month visit.
Follow up

Six months and twelve months after you have entered the study we will contact you again to ask you a further set
of questions and blood samples to see how you are feeling now.

How is taking part in the study different from usual care?

Additional support and education may be provided through the study through the self-management education
programme.

Whilst you are taking part in the study you will continue to be looked after by your healthcare providers, as
normal. No treatment will be withheld from you during the course of this study.

The researcher will want you to complete some questionnaires at the beginning of the study and after six and
twelve months. You may be asked to take part in an interview with a researcher.

What are the possible risks and disadvantages?

It will take some time to complete the questionnaire, around twenty minutes to complete. If you agree to be further
interviewed, then this will also mean time will be needed to attend the interview. You may find minor discomfort
from the taking blood samples. We will have trained phlebotomists to take the blood sample.

What are the possible benefits?
We cannot promise the study will help you but the information we get from the study will help our knowledge and
understanding of this research area within diabetes self-management education in Thailand.
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What if something goes wrong?

Ifyou have a concern about any aspect of this study, you should ask to speak to the researchers who will do their best
to answer your questions <+66(0)616852307>. If you remain unhappy and wish to complain formally, you can do this
by contacting <if LSHTM is the sponsor: Patricia Henley at rgio@Ishtm.ac.uk or +44 (0) 20 7927 2626>

The London School of Hygiene and Tropical Medicine holds insurance policies which apply to this study. If you
experience harm or injury as a result of taking part in this study, you may be eligible to claim compensation.

Can I change my mind about taking part?
Yes. You can withdraw from the study at any time. You just need to tell your doctor that you don’t want to be in
the study anymore. Your doctor will still care for you.

If you withdraw from the study we will destroy all your identifiable samples/ tape recorded interviews, but we will
need to use the data collected on you up to your withdrawal

Or

You can withdraw from treatment but keep in contact with us to let us know your progress. Information collected
may still be used. Any stored blood or tissue samples that can still be identified as yours will be destroyed if you
wish, or will continue to be stored for further research.

What will happen to information collected about me?

All information collected about you will be kept private. Only the study staff and authorities who check that the
study is being carried out properly will be allowed to look at information about you. Data may be sent to other
study staff in London or in Chiang Mai but this will be anonymised. This means that any information about you
which leaves the hospital, will have your name and address removed so that you cannot be recognised.

Your doctor will send some details about you to the study team in Chiang Mai University who will store it securely.
Your personal details will be kept in a different safe place to the other study information and will be destroyed within
10 years of the end of the study.

At the end of the project, the study data will be archived at Chiang Mai University. The data will be made available
to other researchers worldwide for research and to improve medical knowledge and patient care. Your personal
information will not be included and there is no way that you can be identified.

What will happen to the results of this study?
The study results will be published in a medical journal so that other doctors can learn from them. Your personal
information will not be included in the study report and there is no way that you can be identified from it.

Who is organising and funding this study?

London School of Hygiene & Tropical Medicine is the sponsor for the research and they have full responsibility for
the project including the collection, storage and analysis of your data.

This study is funded by the Medical Research Council UK and The Thailand Research Fund

Who has checked this study?
All research involving human participants is looked at by an independent group of people, called a Research Ethics
Committee, to protect your interests. This study has been reviewed and given favourable opinion by The London

A copy of this informed consent document to be offered to the participant
Study title: A scalable solution for delivery of Diabetes Self-Management Education in Thailand
Version & Date: V0.1 08/10/2018
Principal Investigator: Sanja Kinra REC ref:
Participant Information Sheet Page 3 of 5

Angkurawaranon C, et al. BMJ Open 2020; 10:036963. doi: 10.1136/bmjopen-2020-036963



BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

( , CHIANG MAI «oory MgRE
@) UniversiTY

School of Hygiene and Tropical Medicine Research Ethics Committee (<ref: 16113>). The Research Ethics
Committee, Faculty of Medicine, Chiang Mai University (No 326/2018) has also reviewed the study and have
agreed that it is okay for us to ask people to take part.

Further information and contact details

Thank you for taking time to read this information leaflet. If you think you will take part in the study please read
and sign the consent form.

If you would like any further information, please contact Dr. Chaisiri Angkurawaranon, MD, who can answer any
questions you may have about the study.

Contact details: Chaisiri Angkurawaranon, Department of Family Medicine, Faculty of Medicine, Chiang Mai
University. Tel +66(0)616852307, Email: chaisiri.a@cmu.ac.th

What happens if new information becomes available during the study?

Sometimes during a study, new information becomes available about the treatment being studied. If this happens,
the research team will tell you and discuss whether you want to continue in the study. If you decide to stop taking
part in the study your usual care will continue. If you decide to continue in the study you may be asked to sign an
updated consent form. If we think you should withdraw from the study, we will explain the reasons and arrange for
your care to continue.

What happens when the study stops?
Very occasionally a study is stopped early. If this happens, the reasons will be explained to you.

Tissue studies:

What will happen to the samples I give?

Blood samples will be used to measure HbA1c and lipids, coordinating where possible with the annual routine
tests offered to patients to reduce duplication. Blood will be drawn by a trained phlebotomist when participants
come for interview and sent to laboratory for analysis. Data will be linked to the participant information using a
unique respondent ID, which will be assigned to all study participants.

Blood samples will be sent to a laboratory within the Chiang Mai area. The results of the blood tests will be
provided to your health care professional who will discuss with you if there are any issues.

We may use some of the samples collected for future studies. These will be anonymised when stored, and all
future research using these samples will be reviewed by an independent ethics committee.
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CONSENT FORM FOR PARTICIPANT AND REPRESENTATIVE
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SCHOOLof §
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Title of Project: A scalable solution for delivery of Diabetes Self-Management Education in Thailand

Name of PI/Researcher responsible for project: Chaisiri Angkurawaranon

Statement

Please initial or
thumbprint* each box

I confirm that I have read and understood the information sheet dated 08.10.2018 (version
1.0) for the above named study. I have had the opportunity to consider the information, ask
questions and have these answered satisfactorily.

[ understand that my consent is voluntary and that [ am free to withdraw this consent at any
time without giving any reason and without my medical care or legal rights being affected.

[ understand that relevant sections of my/the participant’s medical notes and data collected
during the study may be looked at by authorised individuals from Chiang Mai University,
where it is relevant to my taking part in this research. I give permission for these individuals
to have access to these records.

[ understand that data about/from me/the participant may be shared via a public data
repository or by sharing directly with other researchers, and that I will not be identifiable
from this information

[ understand that the tissue sample collected from me will be used to support other research
in the future, and may be shared anonymously with other researchers, for their ethically-
approved projects

I give permission for a copy of this consent form, which contains my personal information, to
be made available to the Trial Coordinating Centre for monitoring purposes only.

[ agree to my health care provider being informed of my participation in the study.

[ agree to me taking part in the above named study.

Printed name of participant/Representative Signature of participant/Representative Date
(or thumbprint/mark if unable to sign)
Printed name of person obtaining consent Signature of person obtaining consent Date

The participant is unable to sign. As a witness, I confirm that all the information about the trial was given and the
participant/representative consented to taking part (*only required if the participant/representative is unable to read or write)

Printed name of impartial witness* Signature of impartial witness*

Date

A copy of this informed consent document has been provided to the participant.

Centre Number:
Study Number:
Participant Identification Number:

[Informed Consent for Participant and Representative for incapacitated adults_08_10_2018_V_1.0]
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