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Participant Information Sheet
COPD Pal Phase 2
We would like to invite you to take part in a research study.  Before you decide it is important for you to understand why the research is being done and what it will involve for you. Please take time to read the following information carefully and discuss it with others if you wish.
Part 1 tells you the purpose of the study and what will happen to you if you take part. Part 2 gives you more detailed information about the conduct of the study. Ask us if there is anything that is not clear or if you would like more information. Take time to decide whether or not you wish to take part.

PLEASE ASK US IF YOU WOULD LIKE THIS PARTICIPANT INFORMATION SHEET TRANSLATED INTO WELSH.

Participant Information Sheet – Part 1

What is the purpose of the study?

We are working with an independent company, Bond Digital Health, to look at ways to help people manage their Chronic Obstructive Pulmonary Disease (COPD). They have developed an app called ‘COPD Pal’, which we want to evaluate and see if this can help people like you.
Why have I been invited?

We are inviting you to take part in our study as your doctor has diagnosed you with COPD.
Do I have to take part?

No, it is entirely up to you. If you do decide to take part, you will be asked to sign a consent form and you will be given a signed copy, alongside a copy of this participant information sheet, to keep.

Even if you decide to take part, you are still free to withdraw at any time without giving a reason. A decision to withdraw or not to take part, will not affect the treatment or care you receive. 

What will happen to me if I take part?

After signing a consent form, a researcher will give you a smart phone with the latest version of COPD Pal already installed. We will ask you to provide us with some simple information about yourself (age, gender, etc.), in addition to completing a short questionnaire regarding your confidence to self-manage your condition.

We would like to inform your GP of your participation in this research study.

We will then ask you to access the app for 6 weeks and answer the questions when prompted. These questions relate to your symptoms and medication you take, and are designed to help you keep track of your condition. You can access this app at any time and place which suits you.

After the 6 weeks, we will invite you back to the research offices at your local district general hospital and ask you to complete the same questionnaire you completed at the beginning, in addition to a feedback form letting us know what you thought about the app. We will also take the phone back. Lastly, we will access some of your medical records to see if your health has changed during the study.
You will not be held liable for any damages or loss of the mobile phones provided to you for the purpose of the study.
What are the possible disadvantages and risks of taking part?

There is no additional risk associated with participating in this study apart from the time needed to access the app. There is a small chance that you feel tired whilst using the app or completing the questionnaires. In which case, please take as many breaks as you need and take part at your own pace.
What are the possible benefits of taking part?

Taking part in the study may help you with managing your COPD and associated symptoms. It will also help develop the app, which may help future patients.

Will my taking part in the study be kept confidential?

Yes. We will follow ethical and legal practice and all information about you will be handled in confidence. The details are included in Part 2

This completes part 1

If the information in Part 1 has interested you and you are considering participation, please read the additional information in part 2 before making any decision.

Participant information sheet – Part 2

What will happen if I don’t want to carry on with the study?

You can withdraw from the study at any time, but we will need to use the questionnaire data collected up to the time of your withdrawal. This will help us measure the safety of the app. We will ask you to return the mobile phone.
Complaints

If you 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. Please telephone the research team at your nearest district general hospital or the chief researcher, Dr Rachel Gemine. Contact details are given at the end of this section. Alternatively, if you wish to speak to someone who is not part of the study team, you can contact the Research and Development Department on 01437 773813. If you remain unhappy and wish to complain formally, you can contact the concerns team at Hywel Dda University Health Board by:

Phoning: 0300 0200 159

Emailing: hdhb.patientsupportservices@wales.nhs.uk
Writing a letter to:

Freepost RTJR-ZKJG-JZTC

Patient Support Services

Hywel Dda University Health Board

Fishguard Road

HAVERFORDWEST

SA61 2PZ

Faxing: 01437 773353

Texting: 07891 142240

What will happen to the results of the research study? 

The study may be published in a scientific journal, usually within three years after completion of the study. If results are published, this will be done without revealing your identity, which will remain confidential. We may also wish to use a direct quote from the answers given in the feedback questionnaire, this will be done anonymously. At the end of the study, you will be sent a summary of the findings.

Will my taking part in the study be kept confidential?

If you consent to take part in the research, your medical records may be inspected by the regulatory authorities to check that the study is being carried out correctly. Your name will not be disclosed outside the clinic or appear on any reports or publications resulting from the study. 
The data generated from this research will be stored on a password protected NHS, University computer and will be anonymous, with no indication of the identity of individuals involved. The data will be kept for 10 years or up to 1 year after the findings are published in the scientific literature. Data you enter into the app will be stored on a secure server by Bond Digital Health. This data will include your first name, gender, date of birth, and a couple of questionnaires about your COPD. The company will not be able to identify you from this data and will delete everything once the study has ended.
Who is organising this study?

The research is sponsored by Hywel Dda University Health Board. The study is being funded by Welsh Government. The staff conducting the study will receive no personal payment resulting from this study. 

Who has reviewed this study?

The Research Governance aspects of this study have been reviewed and approved by the Hywel Dda University Health Board Sponsor Review Panel. All research in the NHS is looked at by an independent group of people, called a Research Ethics Committee to protect your safety, rights, wellbeing and dignity. This study has been reviewed and given a favourable opinion by Local Research Ethics Committee.  
Additional Data Protection information
How will we use information about you? 

We will need to use information from you for this research project. 

This information will include your initials, name, and contact details. This information will be held by the research site.

People who do not need to know who you are will not be able to see your name or contact details. Your data will have a code number instead. 

We will keep all information about you safe and secure.
Information that you enter into COPD Pal will be kept secure on the servers owned by the creators of the app, Bond Digital Health Ltd. This data will only be accessed by authorised individuals and will not be enough to identify you. The researchers will not provide this information to anyone and will only use data to help develop the app further to support people with COPD. This data will be deleted after the study has ended.
What are your choices about how your information is used?

· You can stop being part of the study at any time, without giving a reason, but we will keep information about you that we already have.
· We need to manage your records in specific ways for the research to be reliable. This means that we won’t be able to let you see or change the data we hold about you.
Where can you find out more about how your information is used?

You can find out more about how we use your information: 

· at www.hra.nhs.uk/information-about-patients/
· our leaflet which you should receive with this information sheet.

· by asking one of the research team

· by sending an email to chris.tattersall@wales.nhs.uk
If you need any more information or you have any concerns about the study please contact:

Chief Investigator
Dr. Rachel Gemine

Telephone: 01554 899018

Email: rachel.e.gemine@wales.nhs.uk
Co-Investigators
Prof. Keir Lewis

Telephone: 01554 779307

Email: keir.lewis@wales.nhs.uk 

Dr. Liam Knox

Telephone: 01554 899018

Email: liam.knox@wales.nhs.uk
 Informed Consent Form
Sponsor: Hywel Dda University Health Board

REC Ref: 



Patient Identification number for this trial:  _____________
N.B. Three copies will be made for:

(1) Participant
(2) Researcher









(3) Hospital notes

Title of Project:

COPD Pal Phase 2
Chief Investigator:
Dr Rachel Gemine 
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Please read the following statement and if you agree please write your initials in the box next to each statement. 
1. [image: image3.png]Llywodraeth Cymru
Welsh Government



I confirm that I have read and understood the Participant Information Sheet 

  
(Version 2.0, 19/12/19) for the above study and have had the 

opportunity to ask questions.

2. I understand that my participation is voluntary and that I am free

to withdraw at any time, without giving any reason, without my

medical care or legal rights being affected.

3. I understand that sections of any of my medical notes may be looked

at by: responsible individuals from the research team, regulatory authorities                

where it is relevant to my taking part in research, the sponsor's representatives 

in Hywel Dda University Health Board, and the local Research and Development 
office for monitoring the conduct of the study.  I give permission for these 
individuals to have access to my records.

4. I consent to my GP being informed about my participation in this study.


5. I agree to take part in the study involving questionnaires. 

6. I agree for direct quotes from my questionnaire to be used.
	Name of Participant (please print)

	Date


	Signature



	Researcher (please print)
	Date
	Signature


Please initial the box
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