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Participant Information Sheet

(Patient PIS Final version 2.0: 05.07.18)

IRAS Project ID: 243066
Title of Study: What is the impact of Stroke Early Supported Discharge? WISE study
Name of Chief Investigator: Dr Rebecca Fisher
Local Researcher(s):
 Dr Niki Chouliara & Dr Adrian Byrne
We would like to invite you to take part in our research study. Before you decide we would like you to understand why the research is being done and what it would involve for you. One of our team will go through the information sheet with you and answer any questions you have. Talk to others about the study if you wish. Ask us if there is anything that is not clear.
What is the purpose of the study?
Early supported discharge (ESD) services provide early, home based rehabilitation for stroke survivors. Research suggested that people who received ESD spent less time in the hospital and had better recovery than patients who did not. 

A variety of ESD services have now been set up across England. The purpose of this study is to examine whether different types of ESD services offer the same benefits to stroke survivors as those suggested by research studies. 

To answer this question it is important to understand stroke survivors’ experiences of using ESD services and what matters to them the most. We would like your opinion about how well the service works to meet your needs and how it could be further improved.
Why have I been invited?
You are being invited because you are seen by an ESD service. The ESD service team responsible for your home rehabilitation suggested you may be interested in this study. We are inviting 15 stroke survivors between 16 and 100 years old to take part in the study. 
Do I have to take part?
It is up to you to decide whether or not to take part. If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form. If you decide to take part you are still free to withdraw at any time and without giving a reason. This would not affect your legal rights.

What will happen to me if I take part?
Members of our research team will be visiting you at home. We will be giving you a phone call to arrange a day and time that is convenient to you. We will go through this information sheet with you and answer any questions you may have. If you agree to take part you will be asked to sign a consent form. You will then be invited to talk to the researchers about your experience of receiving the ESD service. This will take up to 30 minutes and will be audio recorded. We would like to know what matters to you the most, whether the service meets your needs and how it could be further improved. If you wish, a family member or carer can be present during the interview. The whole home visit should not take more than 45 minutes.
Expenses and payments
Participants will not be paid to participate in the study.

What are the possible disadvantages and risks of taking part? 
There are no particular risks involved in taking part in this study. The interview will discuss your experience of receiving rehabilitation at home from an ESD team. You may find talking about your stroke upsetting. If you do feel upset during conversation with the researcher you have the right to stop the interview. Should you wish further information on receiving emotional support, you are advised to contact your early supported stroke discharge service on –service phone number to be added as appropriate per site. 
What are the possible benefits of taking part?
We cannot promise the study will help you but the information we get from this study may help us improve Early Supported Discharge services for people with stroke.

What happens when the research study stops?
The information we get from this study will be analysed by the research team. If you would like to receive feedback on our findings we will need your consent to hold your contact details. 

What if there is a problem?
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. If you remain unhappy and wish to complain formally, you can do this by contacting the Hospital Trust’s Patient Liaise and Advice Service (PALS). Contact details for both PALS and the research team are provided at the end of this information sheet. 
In the event that something does go wrong and you are harmed during the research and this is due to someone's negligence then you may have grounds for a legal action for compensation against the University of Nottingham but you may have to pay your legal costs. The normal National Health Service complaints mechanisms will still be available to you.

Will my taking part in the study be kept confidential?
We will follow ethical and legal practice and all information about you will be handled in confidence.

If you join the study, we will use information collected from you during the course of the research. This information will be kept strictly confidential, stored in a secure and locked office, and on a password protected database at the University of Nottingham. Under UK Data Protection laws the University is the Data Controller (legally responsible for the data security) and the Chief Investigator of this study (named above) is the Data Custodian (manages access to the data). This means we are responsible for looking after your information and using it properly. Your rights to access, change or move your information are limited as we need to manage your information in specific ways to comply with certain laws and for the research to be reliable and accurate. To safeguard your rights we will use the minimum personally – identifiable information possible.

You can find out more about how we use your information and to read our privacy notice at:

https://www.nottingham.ac.uk/utilities/privacy.aspx. 

The data collected for the study will be looked at and stored by authorised persons from the University of Nottingham who are organising the research. They may also be looked at by authorised people from regulatory organisations to check that the study is being carried out correctly. All will have a duty of confidentiality to you as a research participant and we will do our best to meet this duty.
Where possible information about you will have your name and address removed and a unique code will be used so that you cannot be recognised from it, however sometimes we need to ensure that we can recognise you to link the research data with your medical records so in these instances we will need to know your name and date of birth. 
Your contact information will be kept by the University of Nottingham for 6 months after the end of the study so that we are able to contact you about the findings of the study (unless you advise us that you do not wish to be contacted). This information will be kept separately from the research data collected and only those who need to will have access to it. All other data (research data) will be kept securely for 7 years. After this time your data will be disposed of securely. During this time all precautions will be taken by all those involved to maintain your confidentiality, only members of the research team given permission by the data custodian will have access to your personal data.

In accordance with the University of Nottingham’s, the Government’s and our funders’ policies we may share our research data with researchers in other Universities and organisations, including those in other countries, for research in health and social care. Sharing research data is important to allow peer scrutiny, re-use (and therefore avoiding duplication of research) and to understand the bigger picture in particular areas of research. Data sharing in this way is usually anonymised (so that you could not be identified) but if we need to share identifiable information we will seek your consent for this and ensure it is secure. You will be made aware then if the data is to be shared with countries whose data protection laws differ to those of the UK and how we will protect your confidentiality.

Although what you say to us is confidential, should you disclose anything to us which we feel puts you or anyone else at any risk, we may feel it necessary to report this to the appropriate persons. 

What will happen if I don’t want to carry on with the study? 
Your participation is voluntary and you are free to withdraw at any time, without giving any reason, and without your legal rights being affected. If you withdraw we will no longer collect any information about you or from you but we will keep the information about you that we have already obtained as we are not allowed to tamper with study records and this information may have already been used in some analyses and may still be used in the final study analyses. To safeguard your rights, we will use the minimum personally-identifiable information possible.
Involvement of the General Practitioner/Family doctor (GP) 
We will not be contacting your GP. 

What will happen to the results of the research study?
The results of the study will be fed back to healthcare professionals and disseminated through a range of activities including publication in academic journals and conferences. All such data will be presented anonymously, that is with no personal details that could identify any of the participants. If you would like to receive feedback on our findings we will need your consent to hold your contact details. 
Who is organising and funding the research?
This research is being organised by the University of Nottingham and is being funded by a National Institute of Health Research Health Services and Delivery Research (NIHR HS&DR) programme grant.  

Who has reviewed the study?
All research in healthcare is looked at by independent group of people, called a Research Ethics Committee, to protect your interests. This study has been reviewed and given favourable opinion by Nottingham 1 Research Ethics Committee.
Further information and contact details
Research Team

Dr Rebecca Fisher, Tel: 0115 82 30253, Email: rebecca.fisher@nottingham.ac.uk 

Dr Niki Chouliara, Tel: 0115 82 30240, Email: niki.chouliara@nottingham.ac.uk 

Dr Adrian Byrne, Tel: 0115 82 30224, Email: adrian.byrne@nottingham.ac.uk   

Hospital’s patient advice and liaison service (added as appropriate per research site)

Norfolk Community Health and Care NHS Trust

Freephone: 0800 088 4449

pals@nchs.nhs.uk
The Newcastle upon Tyne NHS Foundation Trust
Freephone: 0800 032 0202

Stroke Information Co-ordinator: 0191 282 6364

University Hospitals of Leicester NHS Trust

PILS (Patient advice and liaison service)
The Firs
C/O Glenfield Hospital
Groby Road
Leicester
LE3 9QP

Freephone: 0808 178 8337

Email: pils.complaints.compliments@uhl-tr.nhs.uk
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