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Development of a Questionnaire for Use in Haematology Clinical Practice

Full Study title: The Conceptualisation, Development and Validation of a Treatment-
Related Patient-Reported Outcome Measure in Haematological
Malignancies for Use in Clinical Practice

This study aims to investigate the impact of a wide range of haematological malignancies
and their treatment on patients’ quality of life and symptoms.

Invitation

You are being invited to take part in a research study. Before you decide on participation it
is important for you to understand why the research is being carried out, and what
participating involves.

Please take time to read the following information carefully, and then decide if you would
like to take part.

Please ask if you have any questions about the study, or if there is anything you find unclear.

Part 1 of this document outlines the purpose of this study and explains what will happen,
should you decide to participate.

Part 2 provides further information about the conduct of the study.

Feel free to ask us for any further information or to clarify anything that is unclear at any
stage of the study.

We would like to take this opportunity to thank you for reading this document and hope it
provides you with enough information to allow you to be able to make a decision on
whether or not you wish to participate.

Part 1
What is the purpose of the study?

Patients with haematological disease undergo various treatments and experience a wide
range of symptoms. The aim of this study is to explore the impact of these factors on
patients’ quality of life and in doing so, create a questionnaire to measure this effect in
everyday clinical practice.

Chair: Professor Sam Salek 1
1 Ty Draw Place, Penylan, Cardiff, CF23 5HF, United Kingdom
Phone: +44 (0) 7763574022 email: qol@eha-swg.com



THE EUROPEAN HEMATOLOGY ASSOCIATION
Scientific Working Group

EHA SWG QUALITY OF LIFE AND SYMPTOMS
Quality of Life & Symptoms

Why have | been invited?

You are an adult patient with a haematological disease and are a member of a
support/advocacy group collaborating in this study. This makes you an eligible candidate to
participate in this study.

Do | have to take part?

Taking part is entirely voluntary and it is up to you to decide whether or not you wish to
participate. It is important to note that you can withdraw from the study at any time and do
not need to give a reason for withdrawal. Please be reassured that deciding to withdraw will
not affect the standard of care you receive.

What will happen to me if | decide to take part in the study?

If you chose to take part in the study, you will be invited to take part in a one-on-one
interview or to complete a questionnaire, on your experience living with your condition. The
interview will last approximately 1 hour and will be audio recorded to allow the researcher
to refer back to the interview at a later stage. The questionnaire is also expected to take
similar amount of time. The interview/questionnaire will focus on issues important to you as
a patient, regarding the impact the disease has on your quality of life. The
interview/questionnaire will also cover questions relating to your age, gender, occupation,
ethnic origin, diagnosis, disease state, disease duration, treatment and symptoms.

What will | have to do?

All you will have to do is take part in a one-on-one interview with the investigator or
complete a questionnaire via an online survey, which will take about 1 hour.

What are the possible risks/disadvantages associated with participating?

The study does not include anything like medical examinations, exposure to radiation or
medication taking. Therefore, there are no risks associated with your participation. The
study only consists of an interview between yourself and the investigator, or completion of
an online survey by yourself at home.

What are the possible benefits/advantages associated with participating?

We cannot promise the study will help you personally however, the information gathered
from the study will help in finding out the aspects of patients’ quality of life which are
affected by haematological disease. The future use of the proposed questionnaire will also
help to show how patients are responding to their treatment, thereby also evaluating the
effectiveness of treatments. Clinicians may be able to use the questionnaire to help guide
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their decision-making processes. This could lead to improving the healthcare provision given
to haematology patients in the future.

This research will hopefully allow better assessment of patient quality of life in everyday
clinical haematology practice.

Will information | provide be confidential?

Any information related to you will be handled in complete confidence as we follow ethical
and legal practice, details of which are outlined in Part 2.

This completes Part 1

If the information you have read in Part 1 interests you and you are considering
participating in the research please read the additional information in Part 2 before making
any decisions.

Part 2
What will happen if | decide to withdraw part way through the study?

Any data which identifies you will be destroyed should you decide to withdraw from the
study, however, data collected that is non-identifiable, such as information found during the
observation of the consultation, will not be excluded and will be used in the research.

What if there is a problem?

If you have any concerns about any aspect of the study, at any stage, you should contact the
chief investigator (Professor Sam Salek - Tel: 07763574022) who will make every effort to
address the problem.

If your query remains unresolved and you wish to make a formal complaint it can be made
via the NHS Complaints Procedure or through your support/advocacy group.

Confidentiality

Although the investigator will audio record the interview and may also write some notes
during the interview every participant will be assigned a unique number. This number will
then be used to replace any identifiable data, such as your name, to make sure the data
from the interview is anonymous. If you are completing the online survey, no identifying
information will be collected. All study data will be kept in a secure locked place within the
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offices of the European Haematology Association Scientific Working Group in Cardiff. Only
key researchers will have access to this data. All those involved in the research will have a

duty of confidentiality to you as a research participant. The data collected from the study

will not reveal any information that can lead to your identification and will be stored for 2
years, before it is disposed of securely.

What will happen to the results of the research?

The results of the study will be published in a scientific journal, without any identifiable
information about the study participants. You will be provided with a copy of the publication
should you be interested in reading it.

Who is organising and funding this study?

The European Haematology Association Scientific Working Group is conducting this study in
collaboration with your hospital and the doctor responsible for your care. The project is
funded by the European Haematology Association Scientific Working Group.

Who has reviewed the study?

The protocol of this study has been independently peer reviewed and the European
Haematology Association is the official sponsor of the study. All research within the NHS is
looked at by an independent body called a Research Ethics Committee for participant’s
safety, rights, wellbeing and dignity. This study has been reviewed by and obtained a
favourable opinion from the NRES Committee South West — Central Bristol REC.

Contact details:

Should you have any further questions please do not hesitate to contact one of the
investigators:

1. Professor Sam Salek Tel: 07763574022

Thank you for taking the time to read this information sheet and for your contribution to
this study.
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