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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 second 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 service delivery 'care strategy'. The emphasis will be on improving quality of life by addressing unmet needs and enhancing participation.

We are currently undertaking a national audit of all community stroke teams, and all CCGs in England to identify what services are provided beyond 6 months after stroke. 

The purpose of the current study is to use focus groups and interviews with staff in four services identified in the national audit to gain further information on the support available for stroke survivors, and the barriers and enablers for delivering a longer-term stroke strategy.

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. 

2.0 Background

There are over 900,000 people in England who have had a stroke, of whom 300,000 live with moderate to severe disability.(1) As such, stroke generates considerable health and social care costs. Costs are estimated at £7 billion a year, £2.8 billion direct costs to the NHS, £2.4 billion in informal care costs and £1.8 billion in income lost to productivity and disability.(1) Unplanned GP visits and hospital re-admissions generate economic burden to the NHS and cause stress and discomfort to the patient. One study reported that only 15% of surviving stroke patients had not been re-admitted to hospital in five years.(2) Post- stroke hospitalisation rates are significantly higher than for a matched non-stroke cohort.(3) Data from our own hospital report 1468 hospital re-admissions between Jan 2007-Dec 2010 from patients who had been hospitalised with stroke at least one year previously.

In recognition of the pressing need for a ‘comprehensive revolution’ in stroke care the National Stroke Strategy was produced in 2007.(4) There is an emphasis on longer-term stroke care, recommendations include:

· provision of a six month and annual health and social care check (Quality Marker 14);

· provision of services so stroke survivors and their carers are enabled to live a full life in the community (Quality Marker 15);

· stroke specialists to provide training to community based organisations;

· a range of services to be available locally.

Other policy documents(5, 6) recommend six month and annual reviews, and the six month review is included as an indicator in the emerging Commissioning Outcomes Framework.(7)
Although a clear policy priority the formulation and implementation of longer-term stroke care is less clear. In a survey of all 151 Primary Care Trusts by the Care Quality Commission in 2011(8), less than a quarter were providing appropriate reviews. Even the term ‘long-term’ is not defined in policy documents. We plan to develop an evidence and theory based longer-term care strategy. We propose a time point of nine months post stroke (leading up to the annual review), but recognise the case ascertainment will be a component of the research. We(9) and others,(10) have undertaken work to inform the six month post-stroke review but there are no evidenced-based service models beyond the first year after stroke. 
We are currently undertaking a national audit of all community stroke teams, and all CCGs in England to identify what services are provided beyond 6 months after stroke.  Information from the survey will be used to identify a purposive sample of different models of services for more in-depth exploration. 
3.0 Aims and Objectives

To gain insights and understandings from service deliverers about barriers and enablers for development and implementation of a longer-term care strategy for stroke survivors and their families. 

4.0 Design

The proposed study is qualitative and will involve focus groups and semi structured interviews with NHS staff involved in delivering community stroke services.

4.1 Identification of sites and participants

Sites will be identified from our national audit of community stroke services. It is proposed that sample sites will include services which are exemplars of a common model (identified from the survey); and exemplars from the extremes: services providing minimum contact with stroke survivors (which might be the common model), up to and after the recommended six month review; and services with a structured system for reviews. Alternative examples might be services provided by health care compared to those provided by social care or a mix of the two. 
We anticipate approximately four services but more may be required to reflect the heterogeneity of stroke service provision.

4.2 Site and staff recruitment

We will approach the identified stroke lead of selected sites to discuss their participation. If they and other key staff are happy to participate then permissions will be sought from the NHS trusts R&D departments.  Our researchers will work flexibly to ensure that all focus groups and interviews take place at at a time and place that is convenient for the staff involved.
Participants will include secondary care clinicians, community based professionals (district nurses, therapists, health support workers, social workers, voluntary agencies and third sector workers), GP’s and practice staff, and Stroke Care Co-ordinators.

4.3 Informed consent

The researcher will explain the purpose of the study to all participants, and will provide written information about the study prior to the focus group / interview.  All staff involved in the focus groups and interviews will provide fully informed consent before they take part in any research procedures. The information sheet will contain contact details of the Programme Manager. It will be made clear that they may withdraw from the proposed study at any time. The researcher will further discuss the study and obtain written consent from participants prior to starting the focus group / conducting the interview.
4.4 Focus groups

Once the relevant permissions have been obtained at the sample site, and once all participants have provided informed consent, focus groups will be conducted to:

1. Explore the barriers and enablers for implementing a stroke relevant long-term care strategy;

2. Examine beliefs and attitudes around perception of needs among stroke survivors in the longer term;

3. Explore perceptions of training needs

4. Obtain preliminary views on the framework of the proposed care strategy (structured assessment, service responses and programme of supported self-management).

Focus groups have been chosen as they are useful in illuminating shared, normative assumptions as well as any differences in perspective between groups of individuals and exploring the meaning of differences.(11, 12) 
It is planned that a number of focus groups will be undertaken in each service with each group containing a mix of staff (between 6 – 10 staff members in each group), as this will enable the exploration of different perspectives and insight into the service group dynamic that may not be possible if homogenous focus groups were used. The focus groups will be facilitated by a researcher and supported by an administrator who will note impressions of the meeting. All conversation will be tape recorded and the researcher will record observations regarding group dynamics and other non-verbal information following each meeting.

4.5 Interviews

We will conduct semi-structured interviews with purposively sampled individuals identified through the focus groups as having a key role in community based service delivery (for example, lead clinician, lead commissioner). These interviews will cover topics that we were unable to pursue within the scope of the focus groups and, importantly, they will enable the exploration of the views of those who have key roles in service delivery. An initial interview topic guide will be devised from the information derived from the focus groups, previous research, and informed by the planned intervention mapping. Topics will be centred around the same key aims as described for the Focus Groups above.  The topic guide will be refined and revised according to on-going analysis through discussion with the research team. Notes detailing contextual information about the interview (i.e. where the interview is taking place, who is present and interruptions) will be taken. 
 The number of people interviewed will depend on the number of key people identified and data saturation, but we anticipate interviewing between four and eight people per site (between 16 and 32 in total).

5.0 Data analysis 
5.1 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. 

5.2 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 
 ADDIN EN.CITE 
(13-16)
. 

5.3 Analysis

Data analysis will draw on grounded theory techniques.(17-19) The approach aims to ensure that theories developed through analysis (for example in this case, explanations regarding perceptions of barriers, enablers and understanding of longer-term needs) are grounded in the data.(17-19) Analysis will occur alongside data collection and emerging findings will be used to refine the topic guide for the interviews in discussion with the research team. The researcher will begin by familiarising her/himself with the data by reading through the transcripts, and observation and contextual notes. The researcher will then engage in an iterative process of coding, developing themes, categories and emerging theories, which will be tested and refined through on-going data collection and analysis. The constant comparison of data extracts will be made within and between cases as part of the analytic process.
5.4 Outputs

 Findings from the focus groups and interviews regarding barriers and enablers to implementation, beliefs concerning the longer-term needs of stroke survivors, perceived training needs and views of the proposed care strategy will inform the development of the care strategy using techniques of intervention mapping. 

6.0 QUALITY ASSURANCE AND ETHICAL CONSIDERATIONS 

6.1 Quality assurance

The proposed study will be conducted in accordance with the NHS Research Governance Framework. 

6.2 Ethical considerations

The proposed study will be informed by the ethical guidelines of the British Sociological Association and the Association of Social Anthropologists. 

6.3 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. 

6.4 Confidentiality 

All personal information (name, address, telephone number, date of birth) 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. 

7.0 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.

8.0 STUDY ORGANISATIONAL STRUCTURE 

8. 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. 

8. 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 R&D approvals, 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. 

9.0 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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