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A trial to evaluate an extended rehabilitation service for stroke patients

EXTRAS

Information Sheet for 
a Relative or Friend (Carer)

We would like to invite you to take part in our research study. Before you decide whether you would like to take part we would like you to understand why the research is being done and what it would involve for you. It is important to take time to read this information sheet. 
STUDY SUMMARY

· This study is a clinical trial which is evaluating a new extended stroke rehabilitation service. The new service will commence when routine specialist stroke rehabilitation ends.

· You have been invited to take part in the study because you may be providing support and/or care for a relative or friend who has had a stroke.
· Stroke patients/carers taking part in the study will EITHER continue to receive the usual care provided for all stroke patients after specialist stroke rehabilitation ends OR a new extended stroke rehabilitation service in addition to usual care. In a clinical trial, a new treatment is compared with usual treatment. You cannot choose which treatment you receive.
· You will be asked to complete three research questionnaires which will ask about your general health and what it’s like to provide support or care for a relative/friend who has had a stroke.
· You do not have to take part in the study if you do not want to. 
· You will not be paid for participating in the study.

· All information collected about you during the study will be kept confidential.

What is the purpose of the study?

Around one third of patients have long term health problems after stroke. Stroke affects everyone differently but some examples of longer term health problems after stroke include weakness of an arm and/or leg, eyesight problems, and difficulty with speaking. These health problems can result in difficulties carrying out everyday activities such as washing, dressing and walking. They can also make it more challenging to do things such as taking part in a hobby. 

Specialist stroke rehabilitation to improve health problems after stroke usually lasts no more than a few months. Patients who have on-going rehabilitation needs once specialist stroke rehabilitation finishes may be referred to a range of other health care services or professionals. One of the reasons that specialist stroke rehabilitation is not provided over a longer period of time is because it is not yet known if longer term specialist rehabilitation is beneficial to patients and/or carers. 

This research study will assess whether a new extended stroke rehabilitation service can improve health problems, recovery and quality of life for stroke patients. It will also examine the impact of the new service on relatives or friends who provide support or care (often called ‘carers’) for stroke patients.  The new stroke rehabilitation service will commence when current specialist stroke rehabilitation ends. The service will provide on-going review of health problems and rehabilitation needs, and provide advice and/or treatments for a further 18 months.

Why have I been invited to take part?
You have been invited to take part because you may be providing support or care for a relative or friend who has had a stroke and is currently receiving rehabilitation from the Early Supported Discharge service. The Early Supported Discharge (ESD) service is a key part of specialist stroke care and it is this service that is being extended to provide the new extended rehabilitation service being evaluated in this research study. All stroke patients and a relative or friend who are receiving care from the ESD service who fulfil the study requirements are being offered the opportunity to take part in the study.

Do I have to take part?

No, the decision is entirely up to you. If you change your mind, you are free to withdraw at any time without giving a reason. A decision to withdraw at any time, or a decision not to take part, will not affect the usual care provided for your relative or friend who has had a stroke. Your relative/friend can still participate in the study if you do not want to.

What will happen to me if I take part?
This research study is a clinical trial. When we don’t know whether a new service is beneficial, we undertake research to compare it with usual care. We put people into two groups at random (by chance, like tossing a coin) and give one group the new service (called the ‘intervention group’) and the other group receives usual care (called the ‘control group’). In this research study, the intervention group will receive the new extended stroke rehabilitation service when specialist stroke rehabilitation ends. The control group will receive usual NHS care when specialist stroke rehabilitation ends. Both groups of people are followed up and their health and recovery assessed so that the effects of the new service can be compared to usual care. People taking part in the study and the research team conducting the study cannot choose who receives the new service or usual care.

Some things that will happen in this research study are the same for all people who are providing support or care for a relative/friend who has had a stroke, whereas some depend on which group you and your relative/friend are placed into. For the rest of this information sheet and in the study, people who are providing support or care for a relative/friend are described as ‘carers’.

For all relatives or friends (carers):
All relatives or friends (carers) who agree to take part in the trial will be asked to complete three research questionnaires.

Research questionnaire 1: This questionnaire is enclosed with this information sheet and your invitation letter. It asks for your contact details, age, employment status, and for some details about your relationship to your relative/friend who has had a stroke. In addition, it asks about your general health and some questions about what it is like to provide support of care for a relative/friend who has had a stroke. If you wish to take part in the study, please complete and return this questionnaire in the pre-paid envelope. Return of this questionnaire gives your consent to take part in the study. If you don’t wish to take part in the study, do not return the questionnaire.

Your relative/friend will also have a research assessment at about the time you are invited to complete questionnaire 1. After your relative/friend completes their assessment the study computer will place you and your relative/friend into one of the two study groups. People taking part in the study and the research team conducting the study cannot choose who gets the new service or usual care.
Research questionnaire 2: This questionnaire will be posted to you 12 months after research questionnaire 1. It will ask about your general health and what it is like to provide support or care for a relative/friend who has had a stroke. Your relative/friend will also have a research assessment at this time. Their assessment will be by telephone interview where possible but if use of a telephone is difficult, a postal questionnaire or home visit will be undertaken.

Research questionnaire 3: This questionnaire will be posted to you 12 months after research questionnaire 2. Like questionnaire 2, it will ask about your general health and what it’s like to provide support or care for a relative who has had a stroke. Your relative/friend will also have another research assessment about how stroke is affecting their everyday life.

For patients receiving usual NHS care:

Patients receiving usual NHS care will receive the usual stroke care which is available to all stroke patients in their local area. Treatments and services that are offered will vary according to individual need in relation to the effects of stroke. This is usual for stroke care as stroke affects everyone differently. In addition, we will give all patients taking part in the trial a booklet about stroke care and rehabilitation which can be read at any time. 

For patients receiving the new extended rehabilitation service:
Patients receiving the new extended stroke rehabilitation service will receive this new service for a further 18 months after routine specialist stroke rehabilitation (Early Supported Discharge (ESD)) ends. The new service consists of 5 stroke review appointments over 18 months with rehabilitation recommendations according to individual need. In addition, we will give all patients taking part in the trial a booklet about stroke care and rehabilitation which can be read at any time.
The new extended stroke rehabilitation service will be co-ordinated by your local ESD team. A senior member of this team will conduct the stroke review appointments and make the rehabilitation recommendations. For most patients, the review appointments will be done by a telephone interview with the senior ESD team member. For patients who find using the telephone difficult, a senior ESD team member will either visit their home, or if preferred, the review can be done at your local hospital. The review appointments will be at 1, 3, 6, 12 and 18 months after routine specialist stroke rehabilitation ends and we estimate that each appointment will take up to one hour.
At each review appointment, patients will be asked about the difficulties they are having after their stroke. This will include asking about any difficulties with personal care (e.g. washing, dressing), mobility, performing everyday activities such as housework and shopping, and taking part in hobbies. In addition, we will also ask about memory, concentration and feelings in relation to stroke. If patients wish, relatives or friends will be able to contribute to this review.

With assistance from the senior ESD team member conducting the review, patients (and a relative or friend if desired) will decide which healthcare issues are the most important to them and what progress they would like to make with that issue. We call this ‘goal setting’. For example, someone may wish to resume walking around their garden and a goal may be ‘to walk to the end of the garden once per day’. As a stroke affects everyone differently, each person will choose their own individual goals.

Once goals have been agreed, the senior ESD team member will advise on treatments and/or activities to practice to progress towards the goals. The ESD team member may be able to give some advice over the telephone about activities or therapy to practice at home. Alternatively, she/he may recommend an additional period of therapy from a service which is available locally. For example, she/he may refer the patient for some further physiotherapy. The treatment recommendations will depend on individual difficulties and needs. 

For some relatives or friends (carers):
A few stroke patients and their relative/friend will also be invited to take part in an additional face to face interview with a researcher. This interview will take place at the end of the trial. The interviewer will ask patients and a relative or friend to talk about the care that was received after Early Support Discharge ended, such as any further rehabilitation that might have been received and how they managed to get advice they might have needed. This will take no more than one hour. Further details about this will be provided if you are invited to take part.
Expenses and payments
There are no payments for participation in this study. If you need to travel to any additional appointments, your travel expenses can be reimbursed.
What will I have to do?

If you agree to take part in the research study you will be asked to complete three research questionnaires. Questionnaire 1 will collect your details, ask about your general health and what it’s like to provide support or care for a relative/friend who has had a stroke. Questionnaire 2 will be posted to you 12 months after questionnaire 1 and questionnaire 3 will be posted to you 12 months after questionnaire 2. Questionnaires 2 and 3 will ask about your general health and what its like to provide support or care for a relative/friend who has had a stroke. . 

Patients who are placed into the group who receive the new extended stroke rehabilitation service will also be asked to participate in the reviews and rehabilitation recommended by the health care professionals running this new service. There will be 5 review appointments over 18 months and advice/treatment recommendations made according to your relative/friend’s individual needs.

What are the alternative treatments?

Patients with on-going health care needs when specialist stroke rehabilitation ends are usually treated by a range of services or professionals according to their individual need and service availability within the local area.
What are the possible benefits of taking part?

Individuals who take part in this research project will receive a booklet about stroke care and rehabilitation which we hope you will find interesting and useful. Patients who receive the extended stroke rehabilitation service will receive additional rehabilitation treatment or advice. We do not know if providing a specialist stroke rehabilitation service over a longer period of time is beneficial. However, we do know that rehabilitation treatments early after stroke improve health problems and we believe this might continue over a longer period, but this is not yet proven. Improving the health of stroke patients may also be beneficial for carers of stroke patients. It is because the effects of longer term specialist stroke rehabilitation are not yet known that we need to do this clinical trial. 

What are the possible disadvantages and risks of taking part?

All relatives and friends of a stroke patient taking part in this research project will be asked to complete questionnaires which ask about what it is like to provide support or care for a relative/friend who has had a stroke. Some people may find this tiring or upsetting. If you and your relative/friend are placed into the group who receive the extended stroke rehabilitation service, you may be asked to assist your relative/friend with any additional rehabilitation therapy recommended. Rehabilitation therapy can be tiring and may also be frustrating if your relative/friend’s progress is slower than you would like. Additional rehabilitation treatment may also be time consuming. 

What happens when the research study stops?

When the research study stops, usual NHS care will continue according to your stroke relative/friends individual needs. The extended stroke rehabilitation service is only available as part of this research study.

What if relevant new information becomes available?

Sometimes during a research study new information becomes available about the treatments being tested. If we get any new information that may affect you or your relative/friend’s decision to take part in the study we will tell you about it. 

If the study is stopped for any reason, we will tell you and your friend/relative who has had a stroke.
What will happen if I don’t want to carry on with the study?

You are free to withdraw from the study at any point. A decision to withdraw at any time will not affect the usual health care you receive. Information collected about you during your involvement in the study will be used by the research team unless you specifically withdraw your consent for this. 
What if there is a problem?

If you have any concerns or issues you would like to raise about the study please contact your local research team (contact details are at the end of this information sheet) or the Chief Investigator, Professor Helen Rodgers, Stroke Research Group, Institute for Ageing and Health, Newcastle University, 3-4 Claremont Terrace, Newcastle upon Tyne. NE2 4AE. Telephone: 0191 222 6779. Email: Helen.Rodgers@ncl.ac.uk. 
If you remain unhappy and wish to complain, or have any concerns about any aspect of the way you have been approached or treated during the course of this study, the normal National Health Service complaints mechanisms are available to you through your local hospital.  You can contact your local Patient Advisory Liaison Service as follows: [local Patient Advisory Liaison Service contact details to be inserted here].
In the event that something goes wrong and you are harmed during the research due to someone’s negligence then you may have grounds for legal action for compensation against the study sponsor (Northumbria Healthcare NHS Foundation Trust) or the NHS Trust where you received your care. However, you may have to pay your legal fees.  The normal NHS complaints mechanisms will still be available to you.
Will my taking part in this study be kept confidential?

Yes. We will follow ethical and legal practice and all information about you will be handled in confidence. 
Your questionnaires will be kept in locked filing cabinets in secure rooms. Your information will also be placed onto a secure electronic database at Newcastle University so that it can be analysed by the researchers. In accordance with research regulations, at the end of the study, the records containing your study data will be retained for 7 years in a secure archive. After 7 years, your study data will be securely destroyed.

You will not be identified by name in any report or publications arising from this research.

Authorised representatives for the study sponsor (Northumbria Healthcare NHS Foundation Trust) and your local hospital trust may need access to your study questionnaires to check that the study is being conducted to the correct standards. Your questionnaires may also be looked at by representatives of regulatory bodies and by other authorised people (such as those responsible for regulating research in the hospitals involved) to check that the study is being carried out correctly. All will have a duty of confidentiality to you as a research participant and will do their best to meet this duty. Your medical records will not be accessed for this study.
All your study records and your rights to them will be protected in accordance with the UK data protection laws.
What happens if I become unable to make decisions about carrying on with the research study?

If you become unwell during the course of the study and are no longer able to make decisions about carrying on with the research project, we will withdraw you from the research project. We will keep and use the information you provided to us when you were able to make your own decisions.

What will happen to the results of the research study?

The results of the study will be presented at academic meetings and published in medical journals.  A report will also be submitted to the National Institute for Health Research, Health Technology Assessment programme who are funding the research.  You will not be identified in any report or publication.  We will send a summary of the results to all study participants.  A copy of the detailed final report will also be available to participants upon request.  

Who is organising and funding the research?

The study is being organised and run by Newcastle University and Northumbria Healthcare NHS Foundation Trust. It is funded by the National Institute for Health Research, Health Technology Assessment programme. There is no payment to doctors, nurses, therapists or the hospital for including you in the study.

Who has reviewed the study?

All research in the NHS is looked at by an independent group of people called a Research Ethics Committee. The study has been reviewed by the Newcastle and North Tyneside 1 Research Ethics Committee.

Contact for further information

If you require further information about the study please contact:

[Local site contact details to be inserted here]

or

Stroke Research Group

Institute for Ageing & Health

Newcastle University

3-4 Claremont Terrace

Newcastle NE2 4AE

Tel: 0191 222 6779

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