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1 Project Summary

	GENERAL  INFORMATION

	Project title
	Review and adapt the Hospital Elder Life Program (HELP) for use in the UK and identify candidate implementation and delivery strategies

	Programme Short Title
	HELP Stop Delirium 

	Programme Full Title
	An investigation of the Hospital Elder Life Program (HELP) system of care to prevent delirium

	Sponsor
	Bradford Teaching Hospitals NHS Foundation Trust

	Chief Investigator
	Professor John Young

	Co-ordinating Centres
	Academic Unit of Elderly Care and Rehabilitation, University of Leeds

	
	Academic Unit of Health Economics, University of Leeds

	
	Institute for Health Research, Bradford Teaching Hospitals foundation Trust

	National / International
	Prof Inouye: Beth Israel Deaconess Medical Centre Harvard Medical School  and Aging Brain Center, Hebrew SeniorLife, Boston 

	PROJECT INFORMATION

	Design
	Case studies in three hospitals

	Primary Objectives
	1. Review and adapt the Hospital Elder Life Program (HELP) for use in the UK. 

2. Identify strategies to support the implementation of HELP. 

3. Determine the optimum methods to deliver HELP in routine care.

	PROJECT TIMELINES

	Expected start date
	1st December 2009

	Expected completion date
	30th May 2011

	PROJECT SUBJECT  INFORMATION

	Qualitative investigation including: facilitated workshops, interviews and focus groups
	NHS staff,  hospital volunteers, patient and carer representatives


2 Introduction

2.1 Background

2.1.1 Introduction

Delirium (also called acute or toxic confusion) is a common condition affecting older people, especially those who have a dementia. Its core features – acute onset of fluctuating drowsiness and confusion – are well understood and have been formulated in the Diagnostic and Statistical Manual of the American Psychiatric Association Fourth Edition (DSM-IV). National policy has identified the improved management of delirium as a priority (Department of Health, 2001) and national guidelines are available (Clinical Effectiveness and Evaluation Unit, 2006). Yet, there is much evidence that delirium represents a largely unrecognised epidemic affecting older people within healthcare services internationally (Inouye, 2006). Even worse, it is now recognised that healthcare systems and services frequently have attributes that unintentionally stimulate or aggravate delirium in older people (Inouye, 2006). The statistics are stark:

· Delirium is the most frequent complication of hospitalisation for older people

· Delirium affects about one third of hospitalised older people

· A large majority of delirium episodes remain undetected or misdiagnosed by ward teams

· The development of delirium is associated with mortality rates of 25 to 33%, increased morbidity, functional decline, considerably extended lengths of hospital stay, and increased requirement for institutional care

· Symptoms of delirium can persist in some patients for up to 12 months (Inouye, 2006)

Perhaps the most important aspect of delirium is that there is evidence it can be prevented in about 30-40% of patients (Tabet et al, 2005; Marcantonio et al, 2001; Inouye et al, 1999a). Indeed, the existing delirium evidence-base is sufficiently robust to present a clear opportunity for our health service to address the necessary professional skills, cultural aspects, and service design in such a way as to prevent or attenuate delirium in older people (Inouye, 2006).  For example, many risk factors for delirium have been identified and many can be modified (e.g. hearing and visual impairment, medication, electrolyte disturbances, infections, environmental factors, urinary catheterisation, nutrition, pain and constipation); and inappropriate medications may be the sole precipitant of delirium in 12-39% of cases (Alagiakrishnan and Wiens, 2004). Importantly, there is evidence to indicate that multi-component interventions can improve outcomes (Inouye, 2006). Unfortunately, the NHS does not have routine care systems capable of minimising the impact of this common condition. Consequently, many older patients are currently disadvantaged in terms of outcomes, and considerable additional acute bed days are unnecessarily utilised (Institute for Innovation and Improvement, 2006). 

2.1.2 Importance/relevance of the research  

In a systematic review synthesising 42 studies of delirium occurrence in medical in-patients, prevalence rates on admission were 10-31% and the incidence of new delirium during admission was 3-29% (Siddiqi et al, 2006).  Delirium was associated with increased mortality at discharge (15-37%) and at 12 months, increased length of hospital stay (average eight days) and increased risk of institutionalisation (Siddiqi et al, 2006).

Demographic transitions of populations have required health services internationally to address the needs of older people as a priority. Our NHS has been slow to recognise that the modern general hospital is increasingly an older person’s facility with over two thirds of the beds occupied by people over 65 years, many with complex needs requiring multidisciplinary care (Hubbard et al, 2004). General hospitals, however, have poorly developed care systems that are not yet fully aligned to the needs of this vulnerable group (Institute for Innovation and Improvement, 2006).

There are strong arguments based on international research to suggest that delirium prevention and its improved management should be fundamentally predicated within high quality of care processes for older people (Department of Health, 2006; Grimshaw et al, 2004; Rockwood, 2003; Inouye et al, 1999b; Rockwood, 2002) – particularly care processes that recognise the particular needs of older people with cognitive impairment. Clinical teams need validated support systems to help them achieve this (Atkin et al, 2005). Fundamental to our proposed programme of work, therefore, is the investigation of a transferable system of care (the Hospital Elder Life Program), to improve the care quality, dignity and respect for older people in hospital. This is consistent with the NSF for Older People (Department of Health, 2001) and the Next Stage Review of the NHS (Secretary of State for Health, 2008). 

The HELP system of care requires an important contribution from volunteers. Volunteering has a long history within the NHS (Rochester, 2006). Its promotion is firmly established as a priority for government action (Rochester, 2006) and guidelines for best practice in volunteer management (Hawkins and Restall, 2006) and, more recently, a consultation on a strategy to support volunteering in health and social care (Department of Health, 2008) have been published. Underpinning this is the recognition that volunteers bring ‘tremendous value to the NHS’ (Hawkins and Restall, 2006). However, a coherent approach is needed to attract, sustain and motivate volunteers (Commission on the Future of Volunteering, 2008). There is evidence that some aspects of sustainability are within the influence of front-line practitioners (Manthorpe, 2007).

2.1.3 Need for research in this area 

There has been limited international delirium research (Clinical Effectiveness and Evaluation Unit, 2006; Inouye, 2006; Lindesay et al, 2002) - less than might be expected in relation to its clinical and resource-use importance. However, the existing research (see below) is consistent with the possibility of reducing delirium incidence in hospitals by about one third.  Most successful delirium prevention studies have investigated complex, multi-component interventions that target delirium risk factors. Unfortunately, there is no delirium prevention system of care available to the NHS. A candidate multi-component delirium prevention system of care is the Hospital Elder Life Program (HELP).

HELP was developed by Professor Inouye (co-applicant) in North America and aims to prevent delirium in hospitalised older patients. In a high quality clinical study, HELP was associated with a 33% reduction in the number and duration of episodes of delirium in hospitalised older people (Inouye et al, 1999a). HELP employs intervention protocols targeted at six common delirium risk factors. Trained volunteers have a prominent role in carrying out the protocols (e.g. daily cognitive reorientation; regular mobility assistance), which are manualised and supported by a well-described training programme and system of delivery developed by the HELP team at Yale University (see Section 4 for description). HELP has been implemented in over 60 hospitals in the USA (22 States), Canada (9 sites) and Australia (3 sites) (SK Inouye, unpublished data).  There are documented clinical and managerial challenges to implementing and sustaining the program (Inouye et al, 2006; Bradley et al, 2005). Cost-effectiveness for hospital and long-term nursing home costs (Rizzo et al, 2001; Leslie et al, 2005), and effectiveness for prevention of functional decline have been demonstrated (Inouye et al, 2000). It has been estimated that the HELP system of care saves over $800 (1999 US dollars) per patient through prevention of delirium (Rizzo et al, 2001). The HELP system of care has not yet been used in the UK. 

Fundamental to our proposed programme of work is the modification and subsequent feasibility evaluation of this established and successful North American multi-component delirium prevention system of care. This is the main output of our proposed programme of research. If we are successful, initial evidence for the benefits of the system of care will be evident by the completion of the Programme Grant.

2.1.4 Past/current research 

A Cochrane review led by Dr Najma Siddiqi, one of the applicants, has summarised the randomised controlled trial evidence for delirium prevention (Siddiqi et al, 2007). The review incorporates six diverse studies: five are underpowered and inconclusive, one is highlighted below (Marcantonio et al, 2001). Further evidence is available from non-randomised studies (Tabet et al, 2005; Lundström et al, 1998; Milisen et al, 2001; Naughton et al, 2005; Harari et al, 2007), including a high quality evaluation study of HELP (Inouye et al, 1999a).  
Overall, six intervention studies have shown it is possible to reduce delirium incidence for hospitalised older people by using complex interventions based on individual patient assessment to identify and modify delirium risk factors (Tabet et al, 2005; Marcantonio et al, 2001; Inouye et al, 1000;  Lundström et al, 1998; Naughton et al, 2005; Harari et al, 2007). Protocol adherence is a critical issue that determines the effectiveness in the delirium risk factor studies, as high adherence is required for effectiveness (Inouye et al, 2003).  Marcantonio et al (USA; n=126) recruited hip fracture patients to receive a protocol-based geriatric consultation and associated “nursing orders” (Marcantonio et al, 2001). Tabet et al (UK; n=250) used a doctor-led education programme in medical wards (Tabet et al, 2005). Inouye et al (USA; n=852) conducted an elegant ‘proof of concept’ study in medical wards using a team of volunteers to deliver intensive, targeted treatment protocols for delirium risk factors (Inouye et al, 1999a). Harari et al (UK; n=108) delivered routine pre-operative multidisciplinary assessment for older people undergoing elective orthopaedic surgery, followed by post-operative reviews to promote early mobilisation and optimal pain, bladder, bowel, nutrition and hydration management (Harari et al, 2007). 
However, not all studies report positive results (Milisen et al, 2001). The dissemination of good practice delirium guidelines alone is only weakly effective (Young and George, 2003), probably because changing clinical behaviour in this area is educationally challenging (Rockwood, 1999).  A liaison model of working (Baldwin et al, 2004), or too greater an emphasis on a medical care model (Cole et al, 2002) is ineffective, almost certainly because their impact in the context of the complexity and multi-factorial nature of delirium is insufficiently profound.

An examination of the National Institute for Health Research Portfolio Database, the International Standard Randomised Controlled Trial Number Register, the NHS Trusts Clinical Trials Register and Current Controlled Trials Register databases has not identified any work similar to our own in progress. Our proposed research will contribute to this limited international literature but, importantly, also has the potential to produce a generalisable system of care to prevent delirium in UK hospitals.

2.1.5 Previous work by the research team

We have recently completed a study, under research conditions, to develop and implement a multi-component delirium prevention intervention developed by a national group of delirium experts, the York Delirium Prevention Study, in York NHS Trust (DeNDRoN adopted study funded by Research into Ageing; lead Dr Rachel Holt). The York Delirium Prevention Study has provided, and will continue to provide, our research group with valuable insight into the development and implementation of complex interventions to prevent delirium.
However, developing a complex intervention de novo in this area has proved resource intensive and challenging. It is difficult to believe that each NHS acute trust could develop and implement bespoke delirium prevention care systems. This has led us to the view that the modification of an existing successful, well-described system of care (like HELP) is likely to be a faster, more efficient and more generalisable approach for the NHS.

As part of an investigation into the impact of delirium in care homes by members of the research team (Najma Siddiqi, John Young) we have produced a ‘Stop Delirium’ educational package which has been used in several care homes outside the study and adapted and used on hospital wards to educate staff about delirium.

In preparation for this programme grant we have:

· Contacted local hospital voluntary services managers (n=10). Those who replied (n=9) have an average of 289 volunteers in each general hospital and the range of volunteer activities undertaken in these hospitals is consistent with interventions undertaken by volunteers in HELP. 

· Held two workshops with local hospital volunteers in which we worked through two HELP training sessions (Introduction to HELP; one of the Clinical Protocols), followed by formal feedback. The local volunteers liked and understood the programme, were positive about the structured nature of volunteer interventions and felt the programme was consistent with the type of contributions they wished to make on the wards. The content of the training material was felt to be too “American” in places. 

· Presented the concepts of the HELP system of care to our local consumer group. They expressed positive views both about the HELP intervention and the role of volunteers. They considered the volunteers might make the hospital feel less threatening to older people.

· Met with local voluntary services managers, nurse managers and ward staff. Concerns were expressed about possible additional work but the notion of a more prominent role for ward-based volunteers was well received.
3 Aims and Objectives

3.1 Programme


This project is the first of three constituent projects in a Research Programme. The overall aims and objectives of the Research Programme are:

Aims: 

To improve delirium prevention for older people admitted to NHS acute hospitals. We will seek to ameliorate the high health and social care impact of delirium in older people by undertaking linked projects to investigate the feasibility, acceptability and potential effectiveness and cost-effectiveness of a delirium prevention system of care. 

Objectives:

1. To review and adapt the Hospital Elder Life Program (HELP) – an existing, successful, standardised and manualised North American multi-component delirium prevention system of care – for use in the UK health service.

2.  To identify strategies to support the implementation of HELP which take account of the potential barriers to change. 

3. To determine the optimum methods to deliver HELP in routine care.

4. To conduct a feasibility study to: 

i) Assess the implementation and acceptability of the adapted HELP to patients and their relatives, clinicians, support staff and volunteers; 

ii) Refine the content and delivery of the intervention;

iii) Determine preliminary estimates of effectiveness and cost-effectiveness; 

iv) Gather data to inform recruitment, appropriate outcome measure selection and sample size to design a large scale trial.

3.2 Project
The aims and objectives of the present project are:

Aims:

To review and adapt HELP and identify potential implementation and delivery strategies.
Objectives:  

1. To review and adapt the Hospital Elder Life Program (HELP) – an existing, successful, standardised and manualised North American multi-component delirium prevention system of care – for use in the UK health service.

2.  To identify strategies to support the implementation of HELP which take account of the potential barriers to change. 

3. To determine the optimum methods to deliver HELP in routine care.

4 HELP System of Care 

The Hospital Elder Life Program (HELP) is a standardised and manualised multi-component delirium prevention system of care developed in the USA by Prof Inouye (co-applicant). It is delivered by hospital staff and volunteers. Older people who have been admitted to a ward using HELP are screened using standardised assessment tools for six common delirium risk factors: 
· Cognitive impairment

· Sleep deprivation

· Mobility impairment

· Vision impairment
· Hearing impairment 

· Dehydration 
Patients who have one or more of these risk factors are eligible for the program. There are specific, detailed interventions (“protocols”) for each of the six delirium risk factors, for example, Early Mobilisation Protocol for mobility impairment, Daily Visitor Program for orientation. These daily interventions are targeted at patients according to the presence of the risk factors. Individual patient protocol adherence is critical to success of HELP (Inouye et al, 2003).  There is a process of formal assessment and competency sign-off required for the volunteer programs. Standard quality assurance procedures are integral to HELP. Protocol compliance is maximised by the routine use of Patient Care Plans and Volunteer Assignment Forms.  These also allow for day-to-day monitoring of the HELP system of care. A competency-based assessment check list is used quarterly to reappraise the participating volunteers.  

HELP is delivered by specifically trained hospital staff and supervised, trained hospital volunteers who have a prominent role in carrying out the protocols. HELP includes high quality manuals and other implementation materials describing recommendations for implementing the program. The comprehensive HELP training package contains materials targeting ward staff and volunteers, delivered using a range of teaching methods (didactic lectures, interactive exercises, discussion of ‘cases’ in small group work, reminder systems). 

5 Programme Design

5.1 Introduction

Delirium occurs in about a third of patients admitted to medical wards and is associated with worse outcomes. International research suggests that multi-component interventions offer the opportunity to reduce delirium incidence by about one third (Tabet et al, 2005; Marcantonio et al, 2001; Inouye et al, 1999a; Lundström et al, 1998; Naughton et al, 2005; Harari et al, 2007). At present there is no proven, transferable system of care capable of reliably addressing delirium in the UK. Our proposed programme of work will utilise the successful Hospital Elder Life Program (HELP) as a specifically developed multi-component, generalisable system of care (Inouye et al, 1999a) with the potential to reduce the burden of delirium in the NHS. 

However, the uncritical transposing of a model of care originating from the US health system to NHS hospitals, where the organisation of care and case mix is different, is unlikely to be successful. A pertinent example from elderly care medicine is the Evercare model for frail older people, developed and successful in the USA, but unsuccessful in the UK (Gravelle et al, 2007). A thorough review and, where appropriate, modification to the way in which the HELP is delivered is, therefore, required. We envisage a new, UK-specific version of HELP, referred to here as HELP-UK, suitable for general use in the NHS. 

Our work follows the MRC Framework guidance for the design and evaluation of complex interventions (Campbell et al, 2000). The present project (Project 1) comprises the modelling phase of the MRC framework for evaluation of complex interventions. Here, we are also assessing the barriers and facilitators to introducing the HELP-UK system of care into an acute care context (at individual, team and organisational levels - i.e. a whole systems approach). Output from the project will inform the subsequent projects in the programme, namely the design of the intervention, including the methods of delivery, which will be tested in preliminary pilot studies (Project 2).  These findings will subsequently inform the conduct of the feasibility study (Project 3).  

5.2 Methodology: Case Study 

Successful implementation of a multi-component intervention such as HELP-UK is challenging as individual change is mediated not only by the availability of evidence-based guidance but also by the characteristics of the intervention and the interplay of patient, social and organisational/system factors. Our aim is to understand the ‘whole system’ within which HELP-UK will be introduced, with the intention of enhancing the extent to which implementation is successful. Although we have not explicitly specified a framework for this component of the work (albeit the programme as a whole is situated within the MRC evaluation of complex interventions framework), our approach draws on aspects of systems theory (Checkland and Scholes, 1999) which can be understood in terms of the relationships between structure, process and outcomes in defining how a service (in our case HELP-UK) might work in context.

Within this approach, the case study (Yin, 1994) is the design we have chosen as most appropriate to Projects 1 and 2 of the programme. As detailed below, a case will represent a HELP-UK ‘development team’ linked to an elderly care or orthopaedic ward in an acute hospital. The implementation of HELP-UK is likely to vary depending on the clinical environment in which it is introduced. By including surgical and elderly care settings in this development stage, we should gain insights into a range of issues related to content and implementation.     

5.3 Project 1: Review and adapt HELP for use in the UK and identify candidate implementation and delivery strategies
Using case studies in three general hospitals, we will review and adapt HELP and identify potential implementation and delivery strategies. Each case study will comprise a HELP development team and staff from an orthopaedic or elderly care ward.

5.4 Project 2: Pilot to test implementation feasibility and acceptability of HELP

We will use further case studies in at least three different hospitals to investigate feasibility and acceptability of HELP to provide a realistic assessment of the practical, professional and cultural issues associated with HELP implementation.  

5.5 Project 3: Preliminary testing of the HELP delirium prevention system of care

We propose to conduct a cluster randomised, controlled, feasibility study in six centres to test for preliminary evidence of effectiveness and cost-effectiveness and to gather data to inform recruitment, appropriate outcome measure selection and sample size to design a large scale trial. 

6 Project 1: Review and adapt HELP for use in the UK and identify candidate implementation and delivery strategies
6.1 Introduction

We will review the HELP system of care in the context of the UK NHS, and identify candidate implementation and delivery strategies. Specific Work Streams (WS) are:

WS1
Content review of the existing HELP protocols

WS2
Investigate effective integration of HELP-UK into existing ward systems 
of care

WS3
Explore the role of hospital volunteers

WS4
Determine the methods of delivering training in HELP-UK to volunteers 
and ward staff

WS5
Identify strategies to optimise implementation of HELP-UK  

6.2 Design 

A case study approach (Yin, 1994) will be adopted to collect detailed information using a mix of methods including facilitated workshops, analysis of documentation/ records, interviews and focus groups, observation and questionnaire surveys. The combination of data from multiple sources, from the perspectives of all potential stakeholders, will ensure comprehensive coverage in order to identify adaptations required to the content, delivery, approach and context (people, systems and organisation of care) to optimise HELP implementation. 

A case will represent a HELP-UK ‘development team’ (see below) in conjunction with an elderly care or orthopaedic ward in an acute hospital.  Three cases (i.e. one development team and one ward per hospital) will be selected. Three cases are practically achievable while allowing some cross-case comparison to take into account differences in features such as care system, case mix, establishments and skill mix, attitudes of staff and perceived barriers to implementation. We will approach 6-8 acute hospitals in the Yorkshire and Humber Region; of those expressing an interest, we will select three (one large, one medium/small size and one foundation trust hospital).    
6.3 HELP-UK development teams

Following meetings with relevant managers and clinical leads in the elderly care or orthopaedic units in each of the three hospitals, a HELP-UK development team comprising 8-10 individuals will be set up in each site. The team will include a mix of staff that would have a potential interest/role in the programme (e.g. senior manager, senior doctor, matron, nurse consultant and/or specialist nurse, staff nurse, therapist, manager of the volunteer service, volunteer, patient representative, care assistant and ward clerk). The teams will be used to generate ideas and explore any differences in perspectives on the content and methods of delivering HELP as well as to provide advice and feedback on any modifications required to make it appropriate to the UK clinical context. 

This work will be led and coordinated in each site by two researchers. The five Work Streams are described sequentially below for clarity but some will be conducted concurrently (see diagrammatic summary, Appendix 1). Outputs from these work streams will be synthesised in three two-hour workshops held with the development team in each of the three sites. The workshops will be facilitated by two members of the research team.  We have had previous successful experience of this approach (Murray et al, 2006; Siddiqi et al, 2008). Two workshops will be held during the first ten months, the third will be held during month 14 in the final stages of the development work. In between, individual team members and other relevant staff will be providing advice and feedback at key stages in the process. Eighteen months is considered a realistic time frame for Project 1, based on our previous delirium prevention work (Section 10) and published implementation studies on HELP from the USA (Bradley et al 2005; Bradley et al, 2004).

6.4 Recruitment and consent

6.4.1 HELP-UK development teams

Membership of the HELP-UK development teams will be determined in advance through discussion with clinicians and managers at each participating site. Members of the HELP-UK development teams will be given a full briefing about what the study will entail and will receive appropriate information. Formal signed consent will be obtained at the first workshop.

6.4.2 Interviews and focus groups

Members of the HELP-UK development teams and other staff and volunteers may be asked to participate in interviews or focus groups. Other staff and volunteers identified by managers and the clinical team for participation in interviews or focus groups will be approached after agreement with their manager. They will be given a full briefing about what participation will entail, they will receive an information sheet and they will be asked if they would be willing to participate in an interview or focus group. Formal signed consent will be obtained for participation in individual interviews or focus groups.

6.5 Data collection and analyses 

There will be multiple data sources, including: workshops, inspection of documentation/ records, interviews. Much of the analysis will be iterative in nature, with the analyses informing refinement of one or more components of HELP-UK, which will then be evaluated in subsequent workshops and interviews/focus groups with ward staff and volunteers as well as field tested where appropriate. Carefully facilitated workshops are a valid approach in this context as they combine elements of educational and focus group approaches particularly suited for this project where participants will not be cognisant of the subject area of interest (in this case, the Hospital Elder Life Program). Workshops also provide an environment in which all stakeholders have the opportunity to engage and interact with one another.  In our previous intervention studies, we have successfully used workshops for the purpose of facilitating implementation.   

All information generated during the workshops will be treated as data and might include: summaries from flip charts, participants’ notes, researchers’ recorded observations and digitally recorded round table discussion. Digitally recorded workshop discussions, focus groups and interviews will be transcribed verbatim as soon as possible after taking place. Thematic analysis will be used, with transcripts read and re-read to identify themes or categories, which will be used to code the data (Pope et al, 2000). Data in each theme will then be examined to ensure that all manifestations of each theme have been identified, before interconnections between themes are explored (Pope et al, 2000).  

6.6 Work Streams

6.6.1 Work Stream 1: Content review of the existing HELP protocols

The HELP system of care is supported by well-developed protocols targeting six common delirium risk factors. These protocols will be reviewed to ensure the content is consistent with the contemporary evidence base and language reflects standard British English usage.  Delirium experts in the research team (Sharon Inouye, John Young, Jim George, Najma Siddiqi, Rachel Holt) will review the content of the individual HELP protocols against existing UK guidelines (Clinical Effectiveness and Evaluation Unit, 2006), the emerging NICE recommendations (three applicants on the Guideline Development Group), and the updated Cochrane delirium prevention review (due 2009; lead author Najma Siddiqi) and advise revisions where appropriate. We will ask the Cerebral Ageing and Mental Health Special Interest Group of the British Geriatrics Society to provide an external independent review of the proposed clinical protocols.

During the FIRST WORKSHOP, members of the development team in each hospital study site will be asked to comment on the revised protocols. Participants will be asked to consider the content in terms of language, style, appropriateness to the clinical contexts locally and to identify any practical issues associated with implementing individual protocols by clinicians and volunteers, including education and training issues. Ideas about who would be best placed to deliver each of the protocols will also be sought. As each component in the protocol is discussed, participants will be asked independently to rate appropriateness (Hutchings et al, 2006) to make points of disagreement or uncertainty explicit for subsequent thorough discussion. We will seek the opinions of our Older People’s Forum advisory group on the revised protocols in a focus group. 

6.6.2 Work Stream 2: Investigate effective integration of HELP-UK into existing ward systems of care

Previous research in the development of HELP and elsewhere has highlighted the importance of integrating new ways of working into existing work practices (Bradley et al, 2004). Adaptation of the clinical protocols to suit local circumstances is fundamental to the sustainability of the programme in the longer term (Inouye et al, 2006; Bradley et al, 2005). For example, depending on local staffing arrangements and hospital policies, the Early Mobilisation Protocol might be delivered by existing ward physiotherapists and the Psychoactive Medications Protocol could be delivered by ward doctors.

Therefore, we need to assess the extent to which the principles of HELP can be assimilated into the routine practices of the multidisciplinary ward team. In each of the three study sites, we will require a good understanding of the existing systems and processes of care including: the type of care pathways for orthopaedic and elderly care patients; ward routines; multidisciplinary teams working; the distribution of tasks across the roles; how volunteers are or might be deployed; the nature of the clinical information systems including the type of data collected routinely. 

Information on these aspects for each site will be obtained through semi-structured interviews with 4-5 ward-based staff (e.g. doctor, senior nurse, specialist nurse/staff nurse, therapist, care assistant) and focus groups with volunteers and their managers. The different methods selected for volunteers and ward staff were dictated primarily by the practicalities of availability. Ideally, we would have selected focus groups as the method of choice for all personnel as they are a better method than one-to-one interviews of enabling a range of perspectives to be voiced and for stimulating discussion. In terms of this Work Stream and Work Stream 3 this is clearly very important. However, based on our previous experience and pre-pilot work, we considered it unlikely that busy clinical staff would be available to participate in focus groups, while the converse applied to volunteers and volunteer managers. To gain insights into whether the inclusion of some one-to-one interviews with volunteers might be beneficial, either before or after the focus groups, we will initially establish the internal dynamics in each of the three study sites by informal discussions with a range of staff and with the volunteer managers and volunteers in each of the study site HELP-UK development teams. As indicated above, we will be obtaining data from a variety of sources to augment the interview/focus group data through some ward-based observation, ‘informal’ opportunistic discussion and documentary review. We would not consider our approach to constitute an ethnographic study as such, but by exploiting as many opportunities to elicit data from a variety of sources we are endeavouring to capture ‘rounded’ perspectives and insights of the features in the three study sites to optimise the HELP-UK implementation process. 

Analysis and synthesis of data will be ongoing, and informed by further interviews as necessary, but with the clear aim of producing provisional implementation plans for the HELP-UK protocols and to test the extent to which general or site-specific solutions to facilitate integration emerge. These plans will form the substance for the SECOND WORKSHOP in which the development teams will be asked to respond to the ward-based findings and contribute ideas on how processes, materials and care pathways may be adapted to enhance effective integration of HELP-UK into routine clinical practice.    

6.6.3 Work Stream 3: Explore the role of hospital volunteers

HELP is unique in the prominence it gives to trained volunteers in administering the interventions (e.g. daily visiting, feeding assistance). We have already conducted a standardised survey of volunteer services in seven hospital trusts in the Yorkshire and Humber Region. This indicated that volunteer systems locally are well established (average 289 volunteers per general hospital) and that volunteers undertake a wide range of activities, including direct patient contact. In our pre-pilot work with local volunteers and their managers, HELP was positively received as an opportunity to provide greater definition of their role, to enhance ward team membership and to achieve greater work satisfaction.  Through discussions with the HELP-UK development teams in the FIRST and SECOND WORKSHOPS, combined with interviews with volunteer managers and focus groups with volunteers in each of the three study sites, we will explore the following work and staffing-related issues: 

· Scope of the volunteer role 

· Training and education requirements 

· Supervision arrangements 

· Incentives for participation 

· Intervention adherence strategies

· Deployment across shift patterns to optimise coverage 

· Volunteer recruitment strategies, including periods of ‘commitment’ 

6.6.4 Work Stream 4: Determine the methods of delivering training in HELP-UK to volunteers and ward staff

HELP has a well-developed training package. Our preliminary work showed that volunteers evaluated the training package positively but considered the content needed adapting better to reflect the NHS context. The acceptability of the training package in terms of its coverage, level and presentation style will, therefore, be assessed through a combination of interviews and focus groups with ward based staff and volunteers (as separate groups) as well as feedback via the HELP-UK development teams during the SECOND WORKSHOP. We will also seek to determine whether the training could be delivered by existing staff or would require additional staff resources. 

6.6.5 Work Stream 5: Identify strategies to optimise implementation of HELP-UK

A critical feature for the successful adoption of HELP in hospitals in the USA was the presence of effective clinical leaders (doctors or nurses) who served as local HELP champions (Bradley et al, 2005). Local opinion leaders (Doumit et al, 2007), interactive educational approaches (O’Brien et al, 2001) and education outreach visits (O’Brien et al, 2007) are strategies capable of producing clinical change. Audit and feedback (Jamtvedt et al, 2006) is also a useful enhancer of professional practice change, particularly when baseline adherence to recommended practice is low as pertains in delirium.  We have used these principles successfully in previous multi-faceted approaches to a clinical practice change (Wright et al, 2007; Cheater et al, 2005). We will work with the HELP-UK development teams, ward staff and volunteers during the duration of Project 1 in each of the three sites to identify one or more implementation strategies that take account of the clinical environments in which the programme will be applied, to be tested in Project 2.   

During month 14, the THIRD WORKSHOP will take place with each HELP-UK development team, in which the design and content of the adapted multi-component intervention, including the implementation framework, will be defined. 

7 Health economic study

7.1 Introduction

The first year of the project will be used to develop a decision analytical model. The model will inform the design of the trial (Project 3). In addition to existing research evidence identified from the literature search, the model-development will integrate with and draw upon the Project 1 Work Streams to identify components of resource use and outcome from both a service provider and societal perspective.

An analysis of the value of information will be included in the development of the model. Using this approach, it is possible to estimate the impact of conducting primary data collection studies to inform resource allocation decisions and allow us to re-estimate the cost of uncertainty. The difference between the estimated costs of uncertainty is then compared to the relevant costs of undertaking primary data collection and the net benefits of prospective research are calculated.

8 Data Collection, Source Data and Confidentiality

8.1 General

All information collected during the course of the project will be kept strictly confidential. Information will be held securely on paper and electronically at the Academic Unit of Elderly Care and Rehabilitation.
The Academic Unit of Elderly Care and Rehabilitation will comply with all aspects of the Data Protection Act 1998 and operationally this will include:

· consent from patients to record personal details including name, date of birth, address and telephone number, NHS ID, hospital ID, GP name and address (include as appropriate)
· appropriate storage, restricted access and disposal arrangements for patient personal and clinical details

· consent from patients for access to their medical records by responsible individuals from the research staff, the sponsor or from regulatory authorities, where it is relevant to trial participation

· consent from patients for the data collected for the trial to be used to evaluate safety and develop new research.

8.2 Archiving
At the end of the programme, data will be securely archived for a minimum of 
5 years.  Arrangements for confidential destruction will then be made. No records may be destroyed without first obtaining written permission from the Sponsor.

9 Statement of Indemnity

This study is sponsored by the Bradford Teaching Hospitals NHS Foundation Trust and the NHS indemnity scheme will apply to meet the potential legal liability of the sponsor for negligent harm caused harm to participants arising from the management of the research.
Participants are NHS staff, and NHS volunteers and indemnity to meet the potential legal liability of investigators/collaborators arising from harm to participants in the conduct of the research will be provided through the NHS schemes or through professional indemnity.

The University of Leeds indemnity will apply to meet the potential legal liability for harm to participants arising from the design of the research.

10 Publication Policy
The success of the study depends upon the collaboration of all participants. For this reason, credit will be given to those who have collaborated through authorship and contributorship. Uniform requirements for authorship for manuscripts submitted to medical journals will guide authorship decisions. These state that authorship credit should be based only on substantial contribution to: 

· conception and design, or acquisition of data, or analysis and interpretation of data;

· drafting the article or revising it critically for important intellectual content;

· and final approval of the version to be published;

· and that all these conditions must be met (www.icmje.org).

11 Programme Organisational Structure

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 research programme and its constituent projects. 

11.2 Operational structure

Chief Investigator

The Chief Investigator is involved in the design, conduct, co-ordination and management of the research programme and its constituent projects.

Programme Management Board (PMB)
Delivery of the programme will be strengthened by an independent Programme Management Board which includes Finbarr Martin (delirium expert and president elect of the British Geriatrics Society), Carl Thompson (implementation expert), Deborah Sturdy (senior nurse adviser, Department of Health), John Holmes (delirium expert), and Christine Heaton, Voluntary Services Manager, and a patient representative. The PMB will meet six monthly.
Programme Implementation Team (PIT)
The PIT will will meet monthly and will comprise the applicants (Professor Inouye will be available for telephone conferencing and annual visits), a representative of our consumer group and and project-specific researchers from the Academic Unit of Elderly Care and Rehabilitation. 

Academic Unit of Elderly Care and Rehabilitation (AUECR)

The AUECR will be responsible for day-to-day management of the study, including R&D submissions, liaison with local collaborators, appointment of research programme-specific researchers (where required), management and overall supervision of the performance and conduct of the research team, source data verification (where required) and promotion of the programme. 
Health Economics

Claire Hulme will be responsible for the conduct of the health economic study. 

Funding

This research programme is funded as a National Institute for Health Research Programme Grant for Applied Research.
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*

As I mentioned some of the five workstreams will be conducted concurrently. This is a diagrammatic summary of Project 1.



Starting point is the existing HELP system of care. Aim to produce a UK version and strategy for implementation.



The three workshops in each research site will allow us to synthesise outputs.



In between, team members and other relevant staff will provide advice and feedback.   










