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[bookmark: _Toc52804226][bookmark: _Toc52805429]1.0 STUDY SUMMARY 

Stroke remains a major illness with at least 900,000 people living in England who have had a stroke. The early stages of the stroke care pathway are becoming more prescribed (treatment in acute and rehabilitation stroke units), but despite policy recommendations, strategies for longer-term care are not developed and stroke survivors and their families face a number of problems and challenges. 

The proposed study is the first of five studies in an NIHR funded 5 year programme grant which seeks to progress our current work (focused on the six months after stroke) to develop and evaluate key aspects of a replicable system of longer-term (nine months post-stroke) service delivery 'care strategy'. The emphasis will be on improving quality of life by addressing unmet needs and enhancing participation.

The proposed study will interview stroke survivors and their caregivers to discuss with
Them factors influencing unmet needs and things that have helped or hindered their daily lives.  Alongside this we will update our literature review to identify any effective
interventions, and recommended or innovative ideas to support the implementation of
the care strategy. 

The NIHR CLAHRC has provided funding to complete an additional exploration within this patient group to better understand how stroke survivors and caregivers resolved the issues they experienced post-stroke (how they met their needs) and also what support networks and resources patients and caregivers have access to and how they mobilise them. This will enable us to ensure that formal support can be designed and implemented in a manner that compliments the informal support and management strategies utilised by stroke survivors and their caregivers.  

Using techniques of intervention mapping we will then develop a care strategy, supporting materials and training programmes (for stroke survivors, caregivers and staff) using the information we have obtained from this study. 





[bookmark: _Toc52804227][bookmark: _Toc52805430]2.0 BACKGROUND 
Research into, and the care of, patients after stroke has been transformed in recent years. Rapid clinical change has been underpinned by a dynamic research culture and the recommended stroke care pathway in the first weeks after stroke is becoming established. Despite this however, longer-term outcome remains poor for many.(1-3) Approximately one-third of stroke survivors are left with some physical impairment,(4, 5) prevalence of depression is 33%,(6) inactivity is common,(7) and quality of life deteriorates post-stroke.(8) (9) Many stroke survivors require assistance from informal caregivers, often family members, for activities of daily living.(10, 11) This burden of care has an important effect on caregivers’ physical and psycho-social well-being(12-14) with up to 48% of caregivers reporting health problems and two-thirds a decline in social life.(15)

Any strategy for longer-term care needs to be feasible and centred on identified needs, and the outcomes of importance to stroke survivors and their caregivers. Our recent survey (16) (n=1251) investigated the prevalence of longer term unmet needs after stroke in community-dwelling stroke survivors 1–5 years after stroke, reporting that nearly half of respondents had one or more unmet need. These related to information provision (54%) mobility problems (25%), falls (21%), incontinence (21%), pain (15%) and fatigue (43%). Over a half reported a reduction in leisure activities.

In the final component of our recent programme grant we have undertaken qualitative exploration with stroke survivors and their caregivers one year post-stroke (n=22). The study has illuminated the complexities of post-stroke life. The extent that impairment affected post-stroke participation varied, in that stroke survivors with similar physical impairments reported different levels of activity and social participation. The importance placed on meaningful activities and social participation by stroke survivors and their caregivers was underlined.  

To inform the content of the longer-term care strategy after stroke, this study aims to specifically explore the barriers and enablers to the behaviours which impact on unmet needs and restricted participation post-stroke and gain further insight into specific needs (for example, type of information) and how stroke survivors and caregivers resolve these needs, as well as the access to support networks and resources.


[bookmark: _Toc52804228][bookmark: _Toc52805431]3.0 AIMS AND OBJECTIVES

The objectives of the study are to: 
1. Explore, in-depth, the participants’ post-stroke experiences particularly relating to health, information, social and emotional consequences; focussing on experiences of barriers, enablers in addressing these and adaptive behaviours which could reduce the problem areas.

2. Gain further insight into the types of un-met needs the patients experience, and what type of information they would find most useful.

3. To explore how stroke survivors and caregivers develop strategies for managing problems/resolving the issues that they face post-stroke. 

4. Describe in-depth the support networks of stroke survivors and caregivers post stroke

5. Explain how stroke survivors and caregivers mobilise resources post-stroke (including how they draw on their support networks, access services and information).

[bookmark: _Toc52804229][bookmark: _Toc52805432]4.0 DESIGN 
The proposed study is qualitative and will involve semi-stuctured interviews with stroke survivors and caregivers living in the community. 

[bookmark: _Toc52804230][bookmark: _Toc52805433]4.1 Identification of participants
Stroke survivors are commonly not followed up by community services, or subject to regular reviews, it is therefore difficult to identify and recruit a sample of patients and caregivers six months or longer after stroke. In order to address this we have undertaken two preparatory strategies.

Firstly, following final follow-up in our recent LoTS care trial (17) stroke survivors were invited to indicate (by returning a post card) whether they would be interested in participating in future research projects. From this we have an established database of 133 patients from across the UK, all of whom are between 30 and 50 months post-stroke at the planned start time of this study (Oct 2013). 

Secondly, the Yorkshire Stroke Research Network (SRN) also has a database of stroke survivors discharged to the community who have consented to be contacted regarding participation in future research studies. This database is on-going, and currently holds information on over 150 patients who are 0 to 9 months post-stroke at the planned start time of this study (see Appendix 1 for more details).

[bookmark: _Toc52804231][bookmark: _Toc52805434]5.0 PATIENT AND CAREGIVER ELIGIBILITY CRITERIA: 
[bookmark: _Toc52804232][bookmark: _Toc52805435]5.1 Inclusion Criteria
All patients with the following characteristics are eligible for the study: 
· Have a confirmed primary diagnosis of new stroke
· Are more than three months post-stroke
· Are residing in the community
· Provide written informed consent or Consultee Assent

All caregivers with the following characteristics are eligible:
· Identified by the patient, as the main informal caregiver who provides the patient with support a minimum of once per week.
[bookmark: _Toc52804233][bookmark: _Toc52805436]5.2 Exclusion Criteria
Patients will only be excluded if:
· They are resident in a nursing or residential care home
· Their main requirement is palliative care
Patients will not be withdrawn from the study if their circumstances change. 

Caregivers will be excluded if:		
· Their patient does not consent. 

[bookmark: _Toc52804234][bookmark: _Toc52805437]6.0 PATIENT AND CAREGIVER RECRUITMENT
[bookmark: _Toc52804235][bookmark: _Toc52805438]6.1 Identifying patients
We will purposely sample a range of patients at different time points post-stroke, some patients soon after discharge (three months or more) to explore their emerging challenges and problems, some at nine to 12 months post-stroke to explore what their un-met needs are and the barriers/enablers they are experiencing at that moment, and some patients up to four years post-stroke to obtain their experienced views on what they would have found useful at one year post-stroke, and what strategies they adopted that did help to meet their un-met needs, and what the main barriers were for them. 

Potential participants will be identified from our databases (section 6.1), their survival status and living circumstances will be checked using the summary care record on the NHS spine portal system. We will post out a study information sheet, a questionnaire pack, and a permission to further contact about this study form. It will be made clear to potential participants that whether they choose to participate or not in the study will not affect the services and standard of care they receive in any way. It will also be made clear that not all who return the forms will be involved in the study but all will be informed.

The questionnaire pack (see appendix 2) will be as clear and concise  as possible and include a postal Barthel index (18, 19), the LUNS tool (20), information about living circumstances (alone/with caregiver), information about who completed the pack (the patient or a proxy caregiver), age and postcode.

Details of participants who returned questionnaires and a completed permission to contact form will be entered into a database to allow purposive sampling of patients for interview. 

[bookmark: _Toc52804236][bookmark: _Toc52805439]6.2 Purposive sampling
 If numbers allow, the researcher will initially sample a heterogeneous population for interview with a range of disability levels (Barthel Index), those with high and low levels of un-met need (LUNS), differing socio-economic status (assessed by postcode), living circumstances (alone/with caregiver) and a range of ages.  Exact numbers of stroke survivors and caregivers recruited will be dependent on reaching data saturation, but we provisionally estimate approximately 10-15 patients and caregivers at each time point (30-45 in total) .(21)

[bookmark: _Toc52804237][bookmark: _Toc52805440]6.3 Informed Consent 
A researcher from the AUECR will telephone (or write if telephone contact is problematic) participants who have consented to being contacted and are within our sampling frame. The researcher will explain the purpose of the study and enquire as to whether they would like further information about the study. Where the questionnaire pack has been completed by proxy by a caregiver, the point of contact will be that caregiver. During this initial phone call the researcher will ensure potential participants are eligible for the study – that they are not living in twenty-four hour care and not receiving high levels of medical support (palliative care). If the potential participants meet the eligibility criteria and remain interested in the study the researcher will check they have a copy of the information sheet if not will re-send with consent forms, (a consultee information sheets/ consent form will be sent out if required) with an agreed date and time for an interview. The researcher will encourage potential participants to discuss the information sheet with relatives or significant others if they wish. The information sheet will contain contact details of the Chief Investigator and Programme Manager. It will be made clear that they may withdraw from the proposed study (interview) at any time.

The researcher will further discuss the study and obtain written consent from participants on the first visit prior to conducting the interview. It is not practical for the researcher to obtain face-to-face written consent prior to this, due to the geographical spread of potential participants. If written consent is not given, the researcher will leave and not conduct any data collection and any information held about them at the AUECR will be confidentially destroyed. 

For those who are unable to read/sign the consent form due to impairments, but who have capacity to consent, the consent procedure will be witnessed (the witness may be the caregiver/significant other). The study aims to be as inclusive as possible and, therefore, consultee assent (England, Wales, Northern Ireland) / welfare guardian or nearest relative consent (Scotland) will also be sought for those who lack capacity to give consent. In such cases, someone who knows the person’s wishes will act as consultee. The consultee / welfare guardian or relative will be advised to set aside their own views and provide advice on the participation of the person who has had stroke in the research, taking into consideration the person’s wishes and interests. Capacity to consent will be assessed by the researcher over the course of the telephone conversation with potential participants and when assent/consent is obtained. The research team has previous experience of working with and interviewing people who lack capacity and who have cognitive impairments. 

The right of potential participants to refuse consent without giving reasons will be respected at every stage of the research process. 

If the returned questionnaire pack identifies a caregiver, then in the phone call to the patient, the researcher will ask whether the patient is happy for a second information sheet to be sent, for them to pass on to their caregiver. If the patient agrees to this, a second envelope will be sent to the patient containing a caregiver information sheet/consent form. If the caregiver is then available on the patient visit, the researcher will initiate the consent process as outlined above. 

The original consent forms will be stored centrally at the Academic Unit of Elderly Care and Rehabilitation in Bradford (AUECR). A copy of the consent forms will be given to the participants. 
[bookmark: _Toc52804238][bookmark: _Toc52805441]6.4 Initial semi-structured interviews 
Once consent has been obtained the researcher will commence the interview with the person who has had a stroke and their nominated caregiver / significant other. They will be offered the opportunity to be interviewed separately (22, 23). 
An initial interview topic guide has been devised from the themes in the literature, previous research, and informed by the planned intervention mapping (please see Appendix 3).  It is likely that the interview with participants will address topics such as their experiences of life after stroke, and in particular, in relation to the LUNS problem areas: health, information, social and emotional consequences.  The interviews will focus on experiences of barriers, enablers in addressing these, and adaptive behaviours which could reduce problem areas. Interviews will also discuss how stroke survivors and their caregivers have developed strategies for managing problems and resolving issues experienced post-stroke, and the resources and support they drew on to do this. Notes detailing contextual information about the interview (i.e. where the interview is taking place, who is present and interruptions) will be taken.

The topic guide will be refined and revised according to on-going analysis through discussion with the research team. In order to inform the care strategy and specifically the supported self-management programme we will ask participants to identify and if possible prioritise information needs.

Steps will be taken to adapt the interview methods in order to include as many stroke survivors’ as possible, for instance by using pictures / adapting the topic guide / writing down key words. 
[bookmark: _Toc52804239][bookmark: _Toc52805442]6.5 Follow-up semi-structured interview 
After the first interviews have been analysed the researcher will arrange a second interview with some participants. The topic guides for the second interviews will be developed from the ongoing analysis of the first interviews and is likely to include further exploration of the issues discussed in the first interviews, vignettes of ‘challenges’ stroke survivors and their caregivers sometimes face following discharge home and discussions around how they would manage such problems, as well as an in-depth discussion of support networks

It is anticipated that social relationships will feature in the second interviews. In order to explore this topic the researcher will work with the participants, if they wish to do so, to complete ego-social network mapping. Ego-networks allow participants to map and discuss relationships that are meaningful and important to them. They will enable the researcher to gain an understanding of participants’ experiences of their (changing) social relationships and the support these different relationships provide (24). 

Notes detailing contextual information about the interview (i.e. where the interview is taking place, who is present and interruptions) will be taken. 

To facilitate the interview and ego mapping, aids may be used, for instance, the use of pictures or the researcher writing down important words or completing maps under the direction of the participants. 

[bookmark: _Toc52804240][bookmark: _Toc52805443]7.0 DATA ANALYSIS 
[bookmark: _Toc52804241][bookmark: _Toc52805444]7.1 Interview data
The interviews will be audio recorded and transcribed verbatim. A summary record of contextual factors will be made by the interviewer. All interviews will be anonymised. Data will be entered into NVivo software. Analysis will follow the principles outlined below. 

[bookmark: _Toc52804242][bookmark: _Toc52805445]7.2 Trustworthiness and quality
The study and study methods have been discussed with the Programme Management Group, with the Study Management Group, and a consumer research advisory group. Emerging findings will be discussed at meetings of the Study Management Group. Findings will also be presented and discussed with a consumer research advisory group. 

Standard approaches to demonstrating trustworthiness and quality in qualitative research will be used, including: the clear documentation of the research process (methods, analysis and any problems encountered and solutions found); transparency of the development of interview topic guides and observation schedules in-light of on-going analysis; documentation of the contextual features in which the research was carried out; the exploration of deviant cases and alternative explanations; discussions of emerging findings among the research team  and the researcher will keep a reflexive diary (25-28). 

[bookmark: _Toc52804243][bookmark: _Toc52805446]7.3 Data Analysis
Familiarisation of the data will be followed by open-coding to describe units of meaning. Through comparison between interview transcripts, thematic subcategories and categories will be developed by refining and grouping the open codes. These categories will be further developed through ongoing analysis. The analysis will produce thematic categories that are grounded in the data. There are likely to be a range of factors influencing problems with informational, social and emotional and unmet needs. Specific barriers and enablers of key behaviours will be coded according to the Theoretical Domains Framework,(29) to identify the central theoretical determinants which will be addressed in our care strategy.

This work will provide information on specific needs (for example, information required) and provide evidence to inform the intervention mapping.(30) There has been little systematic identification of theory based predictors of behaviours which impact on longer term stroke outcomes or unmet need. 

[bookmark: _Toc52804244][bookmark: _Toc52805447]8.0 QUALITY ASSURANCE AND ETHICAL CONSIDERATIONS 
[bookmark: _Toc52804245][bookmark: _Toc52805448]8.1 Quality assurance
The proposed study will be conducted in accordance with the NHS Research Governance Framework. 

[bookmark: _Toc52804246][bookmark: _Toc52805449]8.2 Ethical considerations
The proposed study will be informed by the ethical guidelines of the British Sociological Association and the Association of Social Anthropologists. 

Consent:
Those approached to participate in the study will have the right to refuse consent without having to provide a reason. Those who consent to take part in the study will be free to withdraw at any time without having to provide a reason. If participants of the proposed study withdraw consent from further participation their data will be included in the final study analysis unless they specifically withdraw consent for their data to be used. This will be made clear to the participants at the time of consent and when they withdraw from the study. 

Potentially vulnerable adults:
It is likely that some of the participants will be people who may be considered vulnerable. The researcher will consult a caregiver and engage the potential participant in discussions to determine whether they are able to give informed consent. For those unable to give informed consent, assent will be obtained. The study complies with the Mental Capacity Act (2005) and the Adults with Incapacity (Scotland) Act (2000).

Safeguarding of adults:
It is possible that, during interviews, stroke survivors may disclose information to the researcher, or the researcher may have concerns that the individual may be experiencing abuse, or is at risk of abuse. In such circumstances the researcher will follow Bradford Teaching Hospital NHS Trusts Safeguarding Adults policy. The researcher will discuss their concerns immediately with the Chief Investigator and if they are in agreement, the relevant persons will be contacted as soon as possible, this may be social services, GP, community care team or the acute trust.  


Potentially sensitive information:
Discussion of potentially sensitive information: Interviews with participants may cover topics that the interviewee may find distressing. They will be made aware of this prior to consenting to take part. At the time of the interview it will be made clear that participants may pause and/or terminate the interview at any time. 

The proposed study protocol, questionnaire pack, information sheets, consent forms and initial interview topic guide, will be submitted to and approved by a NHS Research Ethics Committee (REC). 

Serious Adverse Events
Serious adverse events, including life threatening conditions, hospitalisation and deaths, are expected in this patient population and will not be reported to the research ethics committee, except as described in Appendix 4. 

Researchers
It is anticipated that the researcher will be conducting interviews in people's homes. Researchers will follow the Bradford Teaching Hospitals NHS Foundation Trust policy for working alone. The researcher will take a mobile phone on all visits. S/he will have a study contact based at the Academic Unit of Elderly Care and Rehabilitation. The researcher will inform the study contact of when s/he is conducting an interview, will arrange an agreed contact time, and will provide the study contact with the anonymous participant ID. The researcher will telephone the study contact when the interview has been completed. If the researcher does not contact the study contact by the agreed time, the study contact will first try to contact the researcher via mobile phone. If the study contact is unable to contact the researcher s/he will use the participant ID to obtain the contact details of the participant – first contacting the participant and then, if necessary contacting the police.
[bookmark: _Toc52804247][bookmark: _Toc52805450]8.3 Confidentiality 
The research team will have access to personal details including name, date of birth, address, telephone number and details of GP surgery. All personal information (name, address, telephone number, date of birth, GP surgery) collected during the course of the study will be kept strictly confidential. Information will be held securely on paper and electronically at Academic Unit of Elderly Care and Rehabilitation (AUECR) in Bradford. All participants will be given pseudonyms.  Identifiable and non-identifiable data will be stored separately using participant identifiers.

Appropriate storage, restricted access and disposal arrangements for participant’s personal and clinical details will be put in place.

Consent will be obtained from participants for the data collected to be used to develop new research.

The AUECR will comply with all aspects of the 1998 Data Protection Act.

When carrying out interviews some information may be held on NHS laptop computers. These laptops will be encrypted and password protected. 
[bookmark: _Toc52804248][bookmark: _Toc52805451]9.0 ARCHIVING 
At the end of the study, data will be securely archived at the AUECR for a minimum of 10 years. If a participant withdraws consent for their data to be used, it will be confidentially destroyed.

[bookmark: _Toc52804249][bookmark: _Toc52805452]10.0 STATEMENT OF INDEMNITY 
The proposed study is sponsored by the Bradford Teaching Hospitals NHS Foundation Trust and the Bradford Teaching Hospitals NHS Foundation Trust will be liable for negligent harm caused by the design of the study. The NHS has a duty of care to patients treated, whether or not the patient is taking part in a research study, and the NHS remains liable for clinical negligence and other negligent harm to patients under this duty of care.

[bookmark: _Toc52804250][bookmark: _Toc52805453]11.0 STUDY ORGANISATIONAL STRUCTURE 
[bookmark: _Toc52804251][bookmark: _Toc52805454]11.1 Responsibilities
Chief Investigator
As defined by the NHS Research Governance Framework, the Chief Investigator is responsible for the design, management and reporting of the study. 
[bookmark: _Toc52804252][bookmark: _Toc52805455]11.2 Operational structure
Programme Management Group (PMG)
The Programme Management Group, which oversees the Longer Term Stroke Care Strategy Programme Grant, comprises of the Chief Investigator, Programme Manager, Co-Applicants, and Co-investigators. The PMG will oversee the whole programme of studies. 

Study Management Group (SMG)
The Study Management Group (SMG) is located within the Academic Unit of Elderly Care and Rehabilitation, and the Institute of Health Sciences at the University of Leeds. The SMG comprises of the Chief Investigator, the Programme Manager, key Co-Applicants, and a research fellow experienced in qualitative research. The SMG will meet at key points during the study to oversee the study including the set up, on-going management, promotion of the study and the results.  

It is anticipated that the Chief Investigator, the Programme Manager and the research fellow will regularly meet to discuss the study. They will be responsible for the set up of the study, including gaining ethical and R&D approval, appointment of additional researchers if required, management and overall supervision of the study team, collection and analysis of data, and drafting/finalizing publications. The Chief Investigator will be responsible for the day-to-day running of study. 

[bookmark: _Toc52804253][bookmark: _Toc52805456]12.0 DISSEMINATION POLICY
The study results will be published in a peer reviewed journal, and as a part of the Program Grant final report. Results will also be disseminated at stroke conferences and to the Consumer Research Advisory Group (CRAG) and wherever possible to other consumer conferences. A lay summary of the results will be placed on the AUECRs website to allow dissemination to the public, professionals and participants. 

The publication policy for this study will follow the publication agreement set for the Longer Term Stroke Care Strategy Programme Grant.
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Yorkshire Stroke Research Network
Permission to Contact Research Register

Purpose
· To maintain a register of contact details and minimal demographic / clinical data of stroke patients who have consented to be contacted about future stroke research. 
· To enable recruitment of patients to stroke research studies which are studying patients in the longer term after stroke, after they have left hospital.   

Consent process and collection of data
· Yorkshire Stroke Research Network (YSRN) researchers are employees of Bradford Teaching Hospitals NHS Foundation Trust (BTHFT) and are based with honorary contracts at the following hospitals:
· BTHFT: Bradford Royal Infirmary, St Luke’s Hospital
· Airedale NHS Trust: Airedale General Hospital
· Calderdale & Huddersfield NHS Trust: Calderdale Royal Hospital, Huddersfield Royal Hospital
· Leeds Teaching Hospitals NHS Trust: Leeds General Infirmary, St James’ University Hospital, Chapel Allerton Hospital
· Mid Yorkshire Hospitals NHS Trust: Dewsbury and District Hospital, Pinderfields General Hospital, Pontefract General Infirmary
· York Hospitals NHS Foundation Trust: York Hospital
· Scarborough and North East Yorkshire Health Care NHS Trust: Scarborough General Hospital
· Harrogate and District NHS Foundation Trust: Harrogate District Hospital
· Hull and East Yorkshire NHS Foundation Trust: Hull Royal Infirmary, Castle Hill Hospital, The Princess Royal Hospital (researchers employed directly by local Trust)
· Northern Lincolnshire and Goole Hospitals NHS Foundation Trust: Diana, Princess of Wales Hospital Grimsby, Goole and District Hospital, Scunthorpe General Hospital (researchers employed directly by local Trust)
· During the process of screening and recruitment of patients to research studies while they are in hospital, YSRN researchers will approach patients (with confirmed diagnosis of stroke) and give them an opportunity to consent to the permission to contact research register. Patients will be given a brief information sheet (Appendix A) which will be discussed with them, and asked to sign a consent form (Appendix B) if they wish to participate. Patients will be allowed as much time as they require to make the decision; due to the simplicity and low risk nature of the decision, patients will be permitted to sign up straight away if they so wish. For patients who lack capacity to consent, a personal consultee will be identified and asked to sign a consultee declaration form (Appendix C) if they believe participation to be in accordance with the patient’s wishes. YSRN researchers are experienced in determining capacity and recruiting patients who lack capacity, and are trained in the Mental Capacity Act. Lack of capacity is a common consequence of stroke and much stroke research requires the inclusion of this patient group to achieve its objectives. The patient / consultee will be given a copy of the signed consent form / consultee declaration form to keep along with the information sheet (and a copy kept in the patient’s notes if local policy). 
· After consent / consultee declaration, the researcher will collect the patient’s name, contact details, GP details, NHS number and date of birth on a paper form (Appendix D). 
· The YSRN patient assessment database (PAD) held on the NIHR portal contains anonymous data for all patients screened by YSRN researchers (Appendix E). For patients who agree to participate, the date of consent / consultee declaration will also be added to the PAD and the sequential number generated for each patient when the data are added will be written on the participant details form and signed consent form / consultee declaration form as an ID number.  
· The researcher will keep a list of ID numbers and patient names for participants (Appendix E) which will be stored securely (along with the original consent / consultee declaration and participant details forms) in a locked cabinet in a locked room to which only they and other YSRN researchers at the same site have access. The data on the PAD will therefore become linked anonymous data for participants. Access to the PAD is limited via username and password to YSRN researchers and managers and those maintaining the permission to contact register. Only the YSRN researchers at the site recruiting the participant and those maintaining the permission to contact register can identify the patient from the ID number. 

Transfer and storage of data
· YSRN researchers will post, fax or scan / email the participant details form and signed consent form / consultee declaration form to a designated researcher in the Academic Unit of Elderly Care and Rehabilitation (AUECR), BTHFT who is responsible for maintaining the permission to contact research register. Anne Forster, Clinical Lead of YSRN and Professor of Stroke Rehabilitation in AUECR, will be the Data Controller. 
· If forms are faxed, safe haven fax numbers will be used. If forms are emailed, emails will be between nhs.net addresses or Ironport security will be used. 
· These forms will be stored in locked filing cabinets and the participant details and date of consent / consultee declaration entered onto the electronic permission to contact research register (either by manual data entry or by scanning).
· The following demographic and clinical data for participants will be extracted from the PAD on the NIHR portal (Appendix F) onto the electronic register using the ID number:
· Date of stroke, gender, hospital, studies recruited to. 
· Date of consent, age (to allow cross checking with paper forms).
The data from the NIHR portal will be extracted over ssl (ie only in an encrypted form). 
· The data collected are sufficient to allow for an initial eligibility check for future studies and to check the survival status and contact the participant (see below). 
· The electronic register will be located in a database on a BTHFT server to which only those with a BTHFT username and password have access. Access to the register will be limited to those responsible for maintaining the register with permissions applied against their BTHFT username and password. Users will only be given access to the data they need to see in order to carry out their work. The register will be accessed only from computers on the BTHFT network. 
· The database will also contain the following information for stroke patients in the LoTS care trial (REC and R&D approved) who have consented to be contacted about future research:
· Date of consent, name, contact details, date of birth, gender, NHS number, date of stroke, GP details. 
· It has been confirmed by NRES (16/1/12) and BTHFT (6/2/12) that the register does not need ethical or NHS R&D approval. The register was approved by the BTHFT Caldicott Guardian on 20/11/12 with acknowledgement of minor changes in version 2 on 17/12/12 and approval of version 3 on 25/1/13. Other participating Trusts have also agreed to the recruitment of their patients to the register.   

Future use of data
· Stroke research studies meeting the following requirements will be able to request a search of the register:
· On the Stroke Research Network portfolio ie meeting certain standards of quality and relevance.
· REC approved, including approval for identification and contact of participants via the register.
· R&D approved by BTHFT. 
· A researcher at AUECR will search the register based on eligibility criteria for the study (eg age, location, time post stroke, conflicting studies), generating a list of potentially eligible participants with contact details. 
· The AUECR researcher or a YSRN researcher based at BTHFT will check survival status and contact details of potential participants, for example using the NHS Spine Portal or by contacting their GP. Details of the study will then be posted to surviving potential participants who will be asked to contact the researcher who is recruiting participants to the study if they may be interested in taking part. 
· Full details of the recruitment process will be described in the REC / R&D applications for individual studies. Recruitment is likely to be either by a YSRN researcher (patients recruited via BTHFT) or by a researcher working directly on the study (patients recruited via the organisation at which they are based, for which they will have appropriate R&D approvals). Potential participant’s details will only be passed to researchers outside BTHFT with their consent. 
Version 3 		22nd January 2013

· The register will be updated with deaths, change of contact details, contacts made and studies patients are recruited to (obtained from the researchers responsible for recruitment) on an ongoing basis. This will ensure that patients are not contacted inappropriately. 
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Yorkshire Stroke Research Network
Permission to Contact Research Register


Patient Information Sheet – TAKING PART IN STROKE RESEARCH

We would like to invite you to consider giving your permission to be contacted in the future about research into the longer-term effects and management of a stroke. If you agree, we may then contact you in the months and years following your stroke about research studies which are relevant to you. 

Research may include:
· Investigation into the best ways to co-ordinate stroke care
· Evaluation of the needs of stroke survivors
· Interventions to minimise the impact of stroke symptoms

If you decide to sign the attached “Permission to Contact” form, we will hold your contact details on a secure “Research Register” (computer database) at Bradford Teaching Hospitals NHS Foundation Trust. The database will also contain information such as your date of birth, gender and date of stroke. Access to the database is limited to designated researchers at Bradford Teaching Hospitals NHS Foundation Trust. 

We may then write to you with details of any Stroke Research Network studies for which you may be a suitable participant. All studies will have been approved by a Research Ethics Committee. You are not obliged to take part in any study and we will ensure that you are not contacted about too many studies at one time. If you are interested in taking part in a study, the study information will include details of who to contact to find out more. Your details will not be passed on unless you agree to this for a study you would like to take part in. 

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

Yours sincerely,

Professor Anne Forster
Appendix A: Patient Information Sheet
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Yorkshire Stroke Research Network
Permission to Contact Research Register


Permission to Contact Form

I agree to be contacted about research studies for which I am a suitable participant. I understand that by joining the Yorkshire Stroke Research Network Research Register:

· My contact details and other data will be held in a computer database at Bradford Teaching Hospitals NHS Foundation Trust

· I may be contacted by a researcher from Bradford Teaching Hospitals NHS Foundation Trust about individual studies, but I have no obligation to take part in any studies

I understand that my participation in the Research Register is entirely voluntary and that I can leave the register at any time without my healthcare being affected by phoning 01274 383425 or writing to Yorkshire Stroke Research Network, Temple Bank House, Bradford Royal Infirmary, Bradford, BD9 6RJ. 


Participant:

Signed		_________________________	Date:	__________

Name		_________________________


Researcher:

Signed		_________________________	Date:	___________

Name		_________________________

Participant ID	_________________________
Appendix B: Consent Form
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Yorkshire Stroke Research Network
Permission to Contact Research Register


Permission to Contact Form: Consultee Declaration

I believe that my relative / friend ________________________________ would agree to be contacted about research studies for which they are a suitable participant. I understand that by joining the Yorkshire Stroke Research Network Research Register:

· My relative’s / friend’s contact details and other data will be held in a computer database at Bradford Teaching Hospitals NHS Foundation Trust

· My relative / friend may be contacted by a researcher from Bradford Teaching Hospitals NHS Foundation Trust about individual studies, but they have no obligation to take part in any studies

I understand that my relative’s / friend’s participation in the Research Register is entirely voluntary and that they (or I on their behalf) can leave the register at any time without their healthcare being affected by phoning 01274 383425 or writing to Yorkshire Stroke Research Network, Temple Bank House, Bradford Royal Infirmary, Bradford, BD9 6RJ. 

Consultee:

Signed		_________________________	Date:	__________

Name		_________________________

Researcher:

Signed		_________________________	Date:	___________

Name		_________________________

Participant ID	_________________________
Appendix C: Consultee Declaration Form
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Yorkshire Stroke Research Network
Permission to Contact Research Register


Participant Details

Participant ID:				



NHS Number:				      	      Date of Birth:



First Name(s):				      Last Name:




  Mr □    Mrs □    Miss □    Ms □    Other:


Postal Address





Postcode



Email (if available)



Telephone(s) (if available)



GP Name:				   	      GP Telephone Number:



GP Practice:

Appendix D: Participant Details Form
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Yorkshire Stroke Research Network
Permission to Contact Research Register


List of Participants

	Participant ID
	Participant Name
	Date of Consent

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	




Appendix E: List of Participants (kept at recruitment site)


Appendix F: Sample of Patient Assessment Database (PAD) 

[image: ]
[image: ]
[image: ]
[image: ]

[bookmark: _Toc52805459]APPENDIX 2: Questionnaire Pack



[bookmark: _Toc52804256]The experiences of stroke survivors and their caregivers after stroke.

[bookmark: _Toc52804257]QUESTIONNAIRE PACK 


[bookmark: _Toc52804258]This questionnaire asks about your experiences and abilities after your stroke. We will use this information for research purposes only and there will be no change to your clinical care. If you have any concerns about your care or have any unmet clinical needs you should contact your GP. We would like to interview people with a range of experiences and abilities after stroke, so we would be grateful if you could fill in all of the questions. If you do not wish to answer a particular question, then please leave it blank and continue with the questionnaire. 






[bookmark: _Toc52804259]Step 1. The questionnaire is divided into four sections. Please read the instructions at the beginning of each section.
[bookmark: _Toc52804260]If you have any difficulty completing the questionnaire, someone can help you by reading the questions and/or ticking the boxes. If you are able, you must think of your own responses. However, if you cannot understand the questions or communicate your responses, a friend/relative can complete as much of the questionnaire as they can on your behalf. The questionnaire should take about 15 to 20 minutes. 
[bookmark: _Toc52804261]Step 2. Please check through the pack to make sure that you have answered all the questions. 
[bookmark: _Toc52804262]Step 3. If you are happy to be contacted again to have an interview with a researcher please complete the consent to contact form.
[bookmark: _Toc52804263]Step 4. Please return this pack and the consent to contact form to us in the envelope provided.
[bookmark: _Toc52804264]Please note: any information provided by you will be kept strictly confidential. 

[bookmark: _Toc52804265]If you have any queries regarding this study please contact Josie Dickerson, Programme Manager, 01274 383408

[bookmark: _Toc52804266]Thank you
[bookmark: _Toc52804267]Professor Anne Forster, Lead Researcher
[bookmark: _Toc52804268]Bradford Teaching Hospitals NHS Foundation Trust






[bookmark: _Toc52804269][image: ]

1. Please write today’s date:                     …………/…………../…………..
2. Please write your date of birth:             .………../…………../…………..    
3. Do you live on your own?
Yes            If yes, please go to Section 2
              
No         If no, please answer the questions below

4. Please place a tick in the box that best describes who you live with
	Spouse / partner
	

	Son/Daughter (including in-law, step child)
	

	Grandchild
	

	Parent
	

	Other relative
	

	Friend
	

	Other non-relative
	













[bookmark: _Toc52804270][image: ]
	 
 Please read each statement and answer it as follows:

	Tick' YES’ 
	
	if you agree with the statement   

	Tick 'NO’   
	
	if you do not agree with the statement or it doesn’t apply to you. 




	
	
	YES
	NO

	 1
	I would like more information about my stroke (e.g. what is a stroke, why it has happened to me and how to avoid having another one)

	
	

	 2
	I haven’t had my medication/blood pressure checked for some time and would like a check up

	 
	 

	 3
	I regularly get pain and nothing seems to ease it
 
	 
	 

	 4
	My walking and general moving seems to be getting worse and I’m not getting any help with this
 
	 
	 

	 5
	I am worried that I might fall (again) and this is stopping me from doing my usual things
 
	 
	 

	 6
	I need additional aids (e.g. kitchen equipment) or adaptations (e.g. stair lift, grab rails) inside the home
 
	 
	 

	 7
	I need adaptations outside the home (e.g. ramp, rail) but they haven’t been ordered yet or I’ve been waiting too long
 
	 
	 

	 8
	I need some help / advice about getting back to driving and / or getting a blue badge
 
	 
	 

	 9
	I would like to find out about travelling on buses, taxis and / or trains
 
	 
	 

	 10
	I would like outside help to get jobs done in my home (e.g. cleaning, cooking, ironing, fixing things)
 

	 
	 

	
	
	YES
	NO

	 11
	I would like to look into the options for moving to another home
  
	 
	 

	 12
	I would like some advice about how to improve my diet (e.g.  alcohol, sugar, fat and salt intakes)
 
	 
	 

	 13
	I need some advice to help me manage my money better (e.g. paying bills, getting my pension)
  
	 
	 

	 14
	I would like help to find out about, or to apply for benefits

	 
	 

	15
	I would like advice on employment after stroke 

	 
	  

	16
	I need more help with things like cutting my toenails,  washing myself or dental care (including dentures)

	 
	
 

	 17
	I have problems with my bladder / bowel (accidents, constipation, diarrhoea) and would like some help with this
 
	 
	 

	 18
	I am concerned about my physical relationship with my partner and would like some advice or information
 
	 
	 

	 19
	I forget things quite a lot or find it hard to concentrate and would like some help with this
 
	 
	 

	 20
	I often feel quite low, angry or worried and would like to find out what help is available
 
	 
	 

	 21
	I would like to occupy my day better (e.g. social outings, home library, hobbies) but don’t know how to go about it 
 
	 
	 

	 22
	I would like to find out about holidays / breaks (including 
transport) that cater for people with disabilities
 

	 
	 


[image: ]

These are some questions about your ability to look after yourself.
They may not seem to apply to you, but please answer them all. 
Tick one box in each section – like this:- 
If you could think about your ability to perform the following tasks in the last few days. 
Bathing                                                              manage on your own?
In the bath or shower, do you:                 need help getting in and out? Remember – tick one box only                                   need other help?
                                                               never have a bath or shower?    
                                                                   need to be washed in bed? 




Remember – tick one box only
Remember -  tick one box only







without any help apart from a frame?*
with one person watching over you?
with one person helping you?
with more than one person helping?
not at all?
Or do you use a wheelchair independently                                                     
(e.g. round corners)? 
Mobility 
Do you walk indoors: 


 





* this includes walking unaided

Remember - tick one box only 
Dressing                                                                   without any help?
Do you get dressed:                                   just with help with buttons?
                                         		     with someone helping you most
 			of the time?
Remember – tick one box only
Stairs                                                                        without any help?
Do you climb stairs at home:          with someone carrying your frame? 
                                                           with someone encouraging you?  
Remember – tick one box only                                with physical help?
                                                                                               not at all?
                                                                                  don’t have stairs?

       




Remember – tick one box only 
Remember – tick one box only 
Remember – tick one box only 
Remember – tick one box only 
Bowels                                                                                           never 
Do you soil yourself?                                                occasional accident 
                                                                                                all the time 
                                                                         or do you need someone
                                                                             to give you an enema? 
Bladder                                                                                          never                                                                              
Are you incontinent of urine?                                less than once a week
                                                                                less than once a day
                                                                                                more often
      or do you have a catheter managed for you?


Grooming                                                                         without help?
Do you brush your hair and teeth,                                           with help?
wash your face and shave: 


Grooming                                                                              without help?
Do you brush your hair and teeth                                                with help?
Wash your face and shave: 


Toilet use                                                                   without any help?
Do you use the toilet or commode:                    with some help but can
                                                                                       do something?
                                                                          with quite a lot of help?
Feeding                                                                      without any help?                          
Do you eat food:                              with help cutting food or spreading 
butter?
Remember – tick one box only                                      with more help?
                                                                                   
Transfer                                                                             on your own?
Do you move from bed to chair:         with a little help from one person?
                                            			      with a lot of help from one 
    or more people?
Remember – tick one box only                                                 not at all?


[image: ]          1) Did anyone help you to complete this questionnaire?
            
             No            If no, please go to the next page
             
            Yes         If yes, please answer the questions below
     
         If someone helped you complete this questionnaire:
         1a)  How were you helped? (please tick as many as appropriate)  
           Someone read out the questions                    
           Someone translated the questions (if English is not your 
           first language).
           Someone discussed the questions with you
           Someone ticked the boxes
           The whole questionnaire was completed on the patient’s
           behalf without  consulting them
           Other , please specify……………………………………………….........
         1b) Please write the name of the person who helped you
          …………………………………………………………………………….....
         1c) Please place a tick in the box which best describes the 
            relationship between you and the person who helped you. 
           The person who helped you is your…
	Partner (married/never married/divorced/separated                         
	Friend/neighbour 
Paid carer

	Daughter/Son 
(including in-law/step child)                                                                   
	Nurse
Health Visitor        

	Grandchild                                                       
	Other non- relative

	Other relative
	 

	
	




                                 Thank you for completing this form 





Please take a minute….

To flick through the booklet to check that you have answered all the questions and to check that you have completed the Consent to Contact form if you are happy to be contacted about taking part in an interview.

Now place this pack and the consent to contact form in the envelope provided and return it to us care of:
Academic Unit of Elderly Care and Rehabilitation
Temple Bank House
Bradford Royal Infirmary
Bradford BD9 6RJ




Thank you very much for helping us with this important study.

For further information please contact 
Josie Dickerson, 01274 383408.



















Thank you very much for helping us with this important study.
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[bookmark: _Toc52804273][bookmark: _Toc52805460]APPENDIX 3: Initial Interview Topic Guides

Initial Interview Topic Guide

The study aims to: 

6. Explore, in-depth, the participants’ post-stroke experiences particularly relating to health, information, social and emotional consequences; focussing on experiences of barriers, enablers in addressing these and adaptive behaviours which could reduce the problem areas.

7. Gain further insight into the types of un-met needs the patients experience, and what type of information they would find most useful.

8. To explore how stroke survivors and caregivers develop strategies for managing problems/resolving the issues that they face post-stroke. 

9. Describe in-depth the support networks of stroke survivors and caregivers post stroke

10. Explain how stroke survivors and caregivers mobilise resources post-stroke (including how they draw on their support networks, access services and information).

In accordance with the iterative process of qualitative research, this topic guide will be refined in-line with the on-going analysis and discussion with the wider research team. This document intends to offer guidance to the researcher conducting the interviews, rather than constraining the generation of data. Participants are free to introduce any topic(s) they wish.

The interview may cover topics that interviewees may find distressing and/or upsetting. Participants will be reminded of this prior to the interviews. It will be made clear to them that they do not have to answer any questions they do not wish to, and that they can pause or terminate the interview at any time. Due to the nature of topics to be discussed, it may be appropriate to open with general conversational questions to help put the participant at ease with the interview situation. 

The interviewer may also use aids to facilitate the interview, for instance the use of a time-line, writing down key words etc. Participants may bring items they wish to discuss in the interview, for instance calendars, appointment diaries, photos, their copies of care plans etc. The researcher will not routinely request to see such items.  

People who have had stroke and their caregivers will be offered the opportunity to be interviewed separately or together.





























Initial topic guide for the first interview with participants who have had stroke

This topic guide is to be used in the first interview. If not all topics are covered in the first interview, they may be covered in the second interview. 


General opening questions:
Could you tell me a little bit about yourself? 
(Bullet points indicate possible follow-up prompts)
· Family, friends, leisure, hobbies, social activities. 
· How would you describe yourself (at this time/before your stroke)?

How long is it since you had your stroke? 
· Is this your first stroke? Have you had any other health problems?  


Life before your stroke
Could you tell me what your life was like immediately before your stroke?
· What did a typical day look like? (Employed?)
· What kinds of events/hobbies/activities did you enjoy doing?


Your stroke
Could you describe to me what happened when you had your stroke? 
· What was happening at this time? 

How did the stroke affect you at this early stage? 
· (physically, functionally, emotionally, social consequences)?

How did you feel at this time?

Could you tell me about your experience in hospital (early days post-stroke)?
· Rehabilitation in hospital
· Information/advice/support given at this time


Coming home
Could you tell me about what it was like coming home from hospital? 
· How did it come about (whose decision? Visit prior or not?)
· How did you feel about coming home?
· Did you feel prepared for coming home? (why/how)
· What did you expect your life to be like?

Could you describe a typical day when you first returned home? 
· What did you think was good / difficult about coming home when you were first discharged?

What support did you receive when you first came home? 
· Formal and informal support
· How did you find out about / access 

What information / support did you find most helpful at this time?

Rehabilitation 
Could you describe what has happened to you since returning home?
· Process of recovery over time (what has helped/hindered this process)
· Changes since discharged home 
· Formal support/informal support received
· Information/advice received

Have there been any key moments/turning points since you’ve returned home 
· Recovery
· Managing/coping with/adapting to health, social, emotional consequences of stroke


Life now
Could you describe a typical day now (what do you do, how and why)
· What would make it a good/bad day – could you give me an example.
· What things do you enjoy about your daily life/what would you change? 

What activities/events do you now find meaningful/important/enjoyable?
· How have you found going out and about following your stroke? 
· Have you tried to return to doing activities/attending events that you previously found meaningful/important/enjoyable? (Could you tell me about your experience of trying to resume activities/events)?


Living with / managing impairments
Could you tell me how the stroke affects you now? 
· Health, social, emotional consequences
· In what ways have you recovered/not recovered?
· Do you feel you are able to manage your impairments (give an example).
· What do you need support with? What things do you do yourself?
· How do you feel about ....

How have things changed since you were first discharged home? 
· Improvement/lack of improvement
· Adapted/changed the way you do everyday things? Example. What enabled you to make these changes.
· What has helped/hindered this process?

What, if any, formal support do you still receive? 
· What support offer (how this has changed over time)
· What do you think of this support (what is good about it/how could it be improved?)
· What was available to you/not available to you
· How did you access?

What, if any, support do you receive from family and friends? (how changed over time)
· How do you think your stroke has impacted on your caregiver/family/friends? (If appropriate). 


Problem solving / resolving issues (including barriers/facilitators)
What do you feel you manage/cope with well?

Have you encountered any problems/challenges following discharge home? 
· If so, could you give me an example? (Information, Mobility, Falls, Incontinence, Pain, Fatigue, Taking part in leisure activities/hobbies etc, Relationships)
· When did you first realise this was a problem/difficulty/issue?
· How did you feel about this? 
· How did you react/ what did you do next?
· How have you handled/managed these? 
· How did this come about? (what helped/hindered). Could you give me an example?
· Did you receive support to do this? 
· How do you think you will manage this/cope with this in the future?

What factors/events since your stroke have helped your recovery/return to your everyday life?


Unmet needs / ongoing problems/issues (including barriers/facilitators)
What do you find particularly difficult to manage/cope with? 
· How have you tried to manage this / cope with this? 
· How do you feel about this? 

What do you feel you could do with some extra support with? 
· Health, social, emotional?

Do you feel you need more support with……
· Mobility
· Falls
· Incontinence
· Pain
· Fatigue
· Taking part in leisure activities/hobbies etc
· Relationships

What information has been most useful to you in the period since your stroke?
· what kind, what format, when, why and how

What information do you feel you need in order to manage/live with the affects of the stroke (…specific problem highlighted) 
· what kind, what format, when, why and how

If you experienced a problem with ..... in the future, what would you do? 

What factors/events since your stroke have hindered your recovery/return to your everyday life?


Future
What are your hopes/plans for the future?
· Where do you see yourself in 6 / 12 months time?


Closing questions
What advice would you give to others who have had a stroke?

Is there anything else you think I need to know about life after stroke? 

Do you have any questions for me?




[bookmark: _Toc52804274][bookmark: _Toc52805461]APPENDIX 4: Serious Adverse Events (SAE) Procedures 

Serious adverse events, including life threatening conditions, hospitalisation and deaths, are expected in this patient population and therefore will not be reported to the research ethics committee, except as described below. No adverse events related to the research procedures are expected. We anticipate that the likelihood of a related unexpected serious adverse event occurring is extremely low. Should an SAE occur to a research participant, where in the opinion of the Chief Investigator the event is related and unexpected, this would be reported to the main Research Ethics Committee (REC) within 15 days of the research team becoming aware of the event. 
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