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Final reports are required from all projects funded through the NIHR Research for Patient Benefit Programme. The RfPB Programme requires a final report in order to: 
· ensure accountability
· aid in appropriate dissemination of project results
· encourage quality assurance of project outputs

· assess the impact of the research supported by the Programme
· demonstrate the achievements of the Programme 
Please keep these aims in mind while completing your final report. 
The report needs to offer:
a) a clear summary of the project for practitioners and users of research

b) a record of challenges faced and modifications made to the study

c) a description of experience with patient and public involvement that might help identify lessons for future research
d) an impact assessment both locally and for the NHS more broadly
e) a summary of any outputs, such as publications, from the research (which should be updated as outputs occur).  Completion of this report should not pre-empt any publications that have been prepared or are in preparation detailing project results.
The views expressed in this report should reflect those of the entire research team.
Following submission and assessment of this form, the final version of the scientific and lay summaries will be displayed on the NIHR CCF website and will be accessible to a wide range of interested parties. 
You will be required to submit a final statement of expenditure at the same time as your final report. Please note that the completed final report along with a final statement of expenditure is required prior to release of the final project payment. 
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	4. Changes to the Research Team
	

	
	
	

	
	
	

	
	Please outline any changes that have been made to the research team, including an explanation of why these changes were required. 

All but one of the co-applicants remained as members of the research team throughout the period of the project. Dr Dominic Beer had to leave the team due to severe health problems. In addition, the Research Assistant attached to the team changed with Joanna Krotofil in this role from January 2012 to December 2012. Joanna left the project following promotion to a Research Associate position. Jacqueline Mansfield assumed this position from January 2013 and was in post till the end of the project.
	

	
	
	


	
	5. Lay/Plain English Summary*
	

	
	
	

	
	Please provide a summary of the project, including background, findings and conclusions. It is essential that you make the content of your summary and the implications of your research evident to the lay public. It should avoid technical terms and should be written in an accessible style and emphasise in particular the potential for patient benefit arising from the study. 
(Maximum 2,500 characters) 
	

	
	Forensic mental health services have largely ignored examining users’ views on the nature of the service offered to them. Priebe and colleagues have developed a structured communication approach placing the service users’ perspective of their care at the heart of the discussions between service users and clinicians. This approach was used as the basis of a pilot study to evaluate a structured six-month approach designed to increase the quality of life of service users in secure settings. The specific objectives of the study were to: 

• Establish the feasibility of the trial design as the basis for determining the viability of a large full-scale trial 

• Determine the variability of the outcomes of interest 

• Estimate the costs of the intervention

 • If necessary, to refine the intervention following the study based upon the experiences of the clinicians and service users. 

A 36 month pilot trial was undertaken. Participants were recruited from 6 medium secure in–patient services with 55 patients in the intervention group and 57 in the control group as well as 92 nurses (47 in the intervention group and 45 in the control group). The intervention was based on the structured communication approach. Assessments took place prior to the intervention (baseline), at 6 months (post intervention) and at 12 months (follow-up). 

A review of the trial design indicated this approach was viable as the basis for a large full-scale trial; no refinements were needed to the intervention. The variability of the outcomes can be used start thinking about how large a full scale trial needs to be.  A full trial would be able to estimate the effect of the intervention whereas this small pilot study cannot. The total cost of the intervention was £29,100 (£529 per patient) when assuming the intervention was part of the nurses normal work. Disturbed behaviour was also found to be costly since it was associated with significant use of NHS resources and police.

	


	
	6. Keywords*
	

	
	
	

	
	
	

	
	Please provide up to 8 keywords that relate to the research undertaken in this study.


	

	
	Comquol, DIALOG, Forensic, Mental Health, Quality of Life, Solution Focused Brief Therapy, Service user collaboration 
	

	
	
	


	
	7. Summary of Research and Findings*
	

	
	
	

	
	Please provide a structured summary of the research including background, aims and objectives, methods, key findings, expected impact on the relevant field and conclusions.

(Maximum 10,000 characters)


	

	
	Forensic mental health services provide care for people with mental disorders and who are offenders or at risk of offending. Patients can be difficult to engage in treatment and staff must meet therapeutic needs whilst addressing legal, security and safety issues. Developing a valid therapeutic approach has the potential for producing clinical and economic benefits with quality of life assessments proposed as the best way of measuring the totality of forensic patients' experiences and for guiding the development and improvement of patient care. 

Priebe and colleagues developed an intervention approach consisting of two elements: a computer-mediated approach (DIALOG) used in conjunction with nondirective counselling based on the principles of solution-focused brief therapy (SFBT). It had not been tested in a forensic service so there was a need to pilot the intervention. It was proposed using the approach in a forensic mental health setting would improve clinical and behavioural outcomes.

The specific objectives were to: establish the feasibility of the trial design as the basis for determining the viability of a large full-scale trial; determine the variability of the outcomes of interest; estimate the costs of the intervention; and refine the intervention following the outcome of the study based upon the experiences of the clinicians and patients.

Methods

A 36 month pilot cluster randomised trial was undertaken. 6 medium secure units (MSU) were stratified. 

1st stratum - 2 units with 1 male ward and 1 female ward in each participating unit. 

2nd stratum - 4 units with 2 male wards in each participating unit. 

The participants were mental health nurses working in MSUs, and patients on these wards with at least 3 months of current in-patient treatment. The trial aimed to recruit 96 patient participants (48 in both arms).  

A six-month intervention approach was used. Patients completed a simple checklist rating the degree of satisfaction with a range of life and treatment domains onto an iPad tablet during monthly meetings with a nurse. Patients were asked if they required additional help in a domain. All current and previous ratings could be seen upon completing the ratings. A SFBT approach was used where help was requested. All nurses in the intervention group were given training in using the iPad and in SFBT. 

The primary outcome was Quality of Life assessed by the Manchester Short Assessment of Quality of Life scale (MANSA). For the primary outcome, and first five secondary outcomes below, assessments took place prior to the intervention (baseline), at 6 months (post intervention) and 12 months. 

Secondary Outcomes

• Nurse Stress - Maslach Burnout Inventory (MBI)   

• Engagement with Services - Helping Alliances Scale (HAS) 

• Ward Climate - Essen Climate Evaluation Schema (EssenCES)

• Patient Satisfaction - Forensic Satisfaction Scale (FSS)

• Recovery - Process of Recovery Questionnaire (QPR)  

• Disturbed behaviour was recorded monthly at 15 time points. 

For the intervention groups only:

• DIALOG Satisfaction Checklist (completed in monthly session)

• Focus groups with patients (one in each intervention unit following completion of intervention) 

• Monthly interviews with nurses (completed after each session)

Demographic information for patients, the completeness of outcomes, recruitment rates, and withdrawal rates were also recorded.

Statistical Analysis

To estimate the variability of the outcomes of interest, the standard deviation and ICC were calculated. The ICC was calculated at 6 and 12 months for all primary and secondary outcomes (except disturbance monitoring and satisfaction checklist). As suggested by Eldridge and Kerry (2012), we considered the confidence intervals for the effect sizes for primary and secondary outcomes to give some idea of the range of possible effects in the main trial.   

Qualitative analysis 

Thematic analysis was used to examine the data from the monthly meetings with nurses facilitating the structured communication sessions and participant focus groups.

Economic Evaluation

The economic evaluation examined the cost-effectiveness of the intervention compared to standard treatment. The total cost for each group was calculated as the sum of the following; the cost of stay in the facility, cost of incidents and cost of intervention. 

Findings

112 patients were recruited to the study (62% recruitment rate); 55 in the intervention group and 57 in the control group. In both groups, 85% of the participants of the 107 giving baseline data were male and 15% women. 5 in the intervention group and 11 in the control group were lost to follow up at 6 or 12 months. Loss did not appear related to baseline characteristics though the estimated probability was higher for women. Baseline characteristics were similar for compliers and non-compliers. 92 nurses were recruited. 19 (40%) of the nurses in the intervention group and 24 (53%) in the control group were lost to follow up at 6/12 months. 

The mean scores (and SD) for the primary outcome were: 

Intervention: 6 months 4.5 (0.4), 12 months 4.7 (0.2) 

Control: 6 months 4.3 (0.1), 12 months 4.3 (0.3). 

The estimated treatment effects (intervention – control) and confidence interval for all outcomes measured at 6 and 12 months are shown below:

MANSA 0.2 (-0.4 to 0.8), 0.4 (-0.3 to 1.1)

HAS 0.3 (-0.9 to 1.6), 0.3 (-1.0 to 1.7)

EssenCES 

Patient Cohesion -1.7 (-3.3 to -0.2), 0.0 (-1.6 to 1.5)

Experienced Safety -0.9 (-5.1 to 3.2), 0.9 (-4.9 to 6.6)

Therapeutic Hold -1.1 (-3.9 to 1.8), -0.6 (-2.8 to 1.6) 

FSS 0.0 (-0.3 to 0.3); 0.0 (-0.5 to 0.5)

QPR 

Intrapersonal 2.2 (-2.3 to 6.7); 1.7 (-0.7 to 4.1)

Interpersonal -0.1 (-1.3 to 1.2); -0.9 (-2.7 to 1.0) 

MBI 

Professional Efficacy 0.1 (-0.3 to 0.4); -0.1 (-0.3 to 0.1)

Exhaustion -0.4 (-2.8 to 2.0); -0.2 (-2.0 to 1.7)

Cynicism -0.5 (-1.6 to 0.5); -0.4 (-2.4 to 1.7).

For the primary outcome at 6 months, the difference in the overall summary mean MANSA score is estimated to be up to 0.8 higher in the intervention group or 0.4 lower and as much as 1.1 higher in the intervention group or 0.3 lower at 12 months. Similar conclusions can be drawn for each of the secondary outcomes. Thus, as expected given the small sample size, particularly the number of clusters, there are no firm conclusions to be drawn from these estimates about the effectiveness of the intervention. A larger study is needed to do this.

For the primary outcome, the standardised effect size and confidence interval at 6 and 12 months are 0.7 (-0.9 to 2.4) and 1.4 (-0.4 to 3.1). 

The estimate of the ICC for the primary outcome at 6 and 12 months is 0.04 (0.00 to 0.17) and 0.05 (0.00 to 0.18). The standard deviation is 0.3 at both time points. It is difficult to triangulate these with similar studies to form an estimate of the ICC that could be used in the main trial sample size calculation due to a lack of studies examining quality of life in MSUs. A more conservative estimate of 0.07 or 0.08 would be employed for a main trial.  

The intervention group recorded less disturbed behaviour compared to the control group during the 12-month study period. This included the number of seclusions (9 vs.37), suicide attempts (2 vs.17), absconding/escapes (8 vs.11) and violent incidents (50 vs.96). 

The main theme emerging from the focus groups was the centrality of staff-patient relationships to quality of life on the forensic units. The importance of a sense of fairness, safety, humanity and trust was also reported. The analysis of nurses meetings indicated a positive perception of the intervention through providing a structure by which to engage with patients and methods to enable the patients develop skills to alleviate problems. 

The total cost of the intervention was £30,413 including additional time to deliver the intervention and £29,100 excluding additional time (£545 and £529 per patient). The estimated total cost of incidents was between £23,697 - £38,354 for the intervention group and £51,222 - £92,340 for the control group. The most costly incidents were escapes (£2,240 - £2,250) since they involved police investigation, followed by suicide attempts (£844 - £1,811) which incurred inpatient costs. 

Conclusion

The trial design appears viable as the basis for a large full-scale trial. The procedures seem to function well; randomisation procedures, intervention approach (training and application) while the measures used understood by the participants and gave relevant outcome information. The response rates were good with low patient withdrawal rates. 

The variability of the outcomes from this pilot study provides a starting point for considering the inputs for a sample size calculation for a main trial. Further data are needed to ensure the robustness of this calculation, however.  The estimated treatment effect of the primary outcome is clinically important and the estimated overall summary mean MANSA scores indicate a positive effect of the intervention is not ruled out. A full trial would be justified to estimate the effect with greater certainty.

Health economics analysis showed that incidents are costly, since they are associated with significant use of NHS resources and police. The real cost of incidents may be even higher when analysed using patient-level data. 

Proposed refinements to the intervention.

The qualitative responses suggest general satisfaction with the approach. The number of nurses lost to follow up indicates some uncertainty of the value of including nursing outcomes in a full trial. There is also a need to look at the reasons for higher dropout rates for women and whether to offer ongoing support. Examining the incident costs for longer may give a better indication of on-going costs.



	


	
	8. Changes in the project since initial approval*
	

	
	
	

	
	
	

	
	Please summarise any changes made to the project as outlined in the original proposal and outline the reasons for these changes.  If there were no changes to the original plans, write ‘not applicable’. (Maximum 2,500 characters)


	

	
	Aims and objectives: 

Not Applicable
	

	
	Research Plan and Methodology:  

Health Economic Analysis- In accordance with the protocol, we piloted the Secure Facilities Service Use Schedule (SF-SUS) for collecting data on service use by patients. However, piloting SF-SUS in our setting demonstrated that:

i) SF-SUS is not tailored for data collection in a mental health setting, since it was designed for general secure facilities.

ii) Extracting data from medical files is very time consuming. 
To proceed with data collection for the health economic analysis we focused on resource use associated with incidents, given that this study aimed to reduce the number of incidents. Resource use associated with incidents was estimated based on informed clinical opinion and associated costs were estimated using the NHS national reference costs. It was assumed that other costs associated with patients’ stays in the medium secure hospital were captured in bed-day costs. 

	

	
	
	


	
	9.  Patient and Public Involvement*
	

	
	
	

	
	The RfPB Programme is particularly keen to learn from the experiences of research teams regarding patient and public involvement (PPI) and contribution from PPI members involved in the research is encouraged when completing this form. Please provide comment on your experiences with PPI, any changes made and lessons drawn. Please include detail of PPI with dissemination and with trajectory into practice both in the project and beyond.  (Maximum 5,000 characters)
	

	
	9. Implications*
	

	
	The study employed a patient-centred approach promoting patient’s active participation in research and service provision. This has been recognised by the selection of the Comquol study for the 2012 MHRN award for ‘Best User Involvement in a Portfolio Study’. Historically, service user involvement in forensic mental health settings has been limited, so this project has aimed to involve service users throughout the research process. The current proposal was developed following a collaborative research project involving one member of the research team (DM) and three patients. This resulted in the development of the Forensic Satisfaction Scale, one of the secondary outcome measures being used in this study. The experience gained during this collaborative work guided the procedures being used to ensure patient input into the project. The proposal was presented and reviewed at a patient forum at a medium-secure unit. It was discussed with the patients and caregiver members of the MHRN clinical research group Service Users’ Experience of Secure Settings (SUCESS). It was also subject to peer review as part of the requirements of the funding process of the Research for Patient Benefit programme. Two patients residing in medium secure units were involved in formally reviewing the proposal, and their comments were used to amend the proposal. One (ex-) patient also agreed to participate as a paid member of the research team and attended the project management meetings. Most of their involvement in the study has been through working on the design of the focus groups which looked at service user experiences of the intervention, has acted as a co-facilitator for the three focus groups undertaken, and been involved in the analysis of the qualitative data generated. Training and support has been provided in each of those aspects throughout the period of the study.  

In terms of the contribution to the study, the involvement of an ex-forensic service user has had many benefits;  

•
In relation to the research design, having the focus group questions developed in collaboration with an ex-forensic service user meant that they were informed by an ‘insider’ perspective, and were thus likely to be relevant, with the most important issues prioritised. 

•
It has ensured that more than professionally defined outcomes have been measured in the study. 

•
SU involvement also helped with recruiting participants for the focus groups. On the posters advertising the groups the involvement of an ex-service user was highlighted. Potential participants were curious about this aspect, and were keen to know how the SU had got involved, where they had been a patient, what their involvement would be. 

•
When it came to the running of the focus groups, it was seen as important to have the ex-service user researcher take an equal role in facilitation. Both the research team member overseeing the qualitative work of the study (IM) and the SU had a list of questions to be asked and agreed to share these as we went along. The academic researcher tried to remain aware that the SU would bring different knowledge and experiences to the conversations, and that the ‘insider’ perspective would enable a much more informed conversation to take place with the participants. Conversations with participants and the SU researcher were based on shared, direct experiences so were understanding and empathic in nature. 

•
In terms of data analysis it was decided to use multiple coding as the best way to capture the voices of service users as both participants and researcher (Sweeney et al., 2012).  

•
In terms of themes which emerged out of the focus group analysis, the main one was the centrality of staff-patient relationships to quality of life on the forensic units. The conversations the SU engaged in with participants during the focus groups showed a deep understanding of the issues around staff-patient relationships, more so than would have been the case with just an academic facilitator. The importance of a sense of fairness, safety, humanity and trust to quality of life came through in the dialogue between the SU and participants, and were also highlighted in the data analysis undertaken by the SU.

•
As noted in Section 11, the SU will be involved in the development of presentations and publications arsing for the study. This will include a paper examining their experiences and perceptions of working collaboratively on a study focused on forensic mental health services.  

	

	
	
	


	
	10.  Next Steps to Patient Benefit*
	

	
	
	

	
	Please provide comment on the likely implications for practice which may result from the outcomes of this project and the next steps to be taken to ensure patient benefit both locally and more broadly. Steps already taken and planned for the future should be included. While in funding research, RfPB emphasises a 3-5 year trajectory into practice, it is important not to ‘overclaim’ and care should be taken to cover the limitations of the study and any risks associated with implementation. Where the project is a pilot, include details of plans for a definitive study, including the likely funder and timetable for its submission. Please give reasons if there is no plan to go forward to a trial at this stage. (Maximum 5,000 characters)
	

	
	9. Implications*
	

	
	The trial design appears viable as the basis for a large full-scale trial and there is little need for refinement. 

The team have disseminated the results to help inform practice and to enhance the patient benefit of the work. These include the dissemination activities noted in section 11. In addition, there have been a number of local and national presentations to inform users, practitioners and services about the project and the main principles and practices underpinning the intervention. These have included: 

•
Poster presentations at KCL Research in Forensic MH Services Conference (London, April 2014), and the RCPsych Forensic Faculty Annual Conference (Budapest, March 2015)

•
Submissions for oral presentations to the Oxford University Forensic Annual Meeting (Oxford, December 2013), RCPsych Forensic Faculty Annual Conference (Glasgow, March 2016), 21st Network for Psychiatric Nursing Research conference (Manchester, September, 2015) 

•
A series of presentations summarising the main findings is being currently being arranged with all the units who participated in the study. The presentation will include the research team and also both nurses and service users who were part of the study discussing their role.

•
Services in East London and Kent invited the team to speak about their experiences using the DIALOG software and SFBT to improve the app for future projects and to discuss its potential use in routine practice. 

•
During the course of the study, 35 nurses were trained in the intervention approach and are able to continue to offer this support and counselling to patients in their care. As promised in initial proposal, training sessions in the use of Dialog and SFBT in the units allocated to the control site are currently being arranged to allow the nurses on these sites to offer care and treatment based on the intervention approach. 

•
A presentation was made to the service user and carer group attached to the MHRN North London Hub and South London & South East (SUNLOWS) which contributes to study activities. 

There has also been discussion about developing and refining the intervention for use with people with mental health needs in prison. It has been proposed to examine the potential of applying for a NIHR Programme Development Grant and a meeting of the Comquol project team will held in July 2015 to discuss the feasibility of making an application.  

The project was also the recipient of the 2012 National Mental Health Research Network Service User Research Enterprise (SURE) Award for best service user involvement in a portfolio study signifying the teams commitment to engage in collaborative research practices. It is intended this will continue through continuing to work with the service user of the team in the dissemination activities noted above and in Section 11 and also to engage with more service users in the preparation of future bids arising from the study. 

The main implication of the study is that the trial design appears viable as the basis for a large full-scale trial. Following preliminary discussions of the research team, it has been proposed that an application should be submitted to the NIHR Health Technology Assessment (HTA) programme with an outline application ready to be submitted by January 2016. The HTA programme was viewed as most suitable as it supports research that is immediately useful to patients, clinical practice, and policy or decision makers. The findings of the pilot trial support the view that such a large trial is possible and is needed to orpvide firm evidence about effectiveness. It is proposed to undertake a cluster randomised controlled trial to establish the clinical and cost-effectiveness of the structured communication approach in forensic mental health care for the NHS in comparison with the current best alternatives. The main aspects of the pilot trial design were viewed as appropriate for use in a full trial. This includes the main procedures used in the pilot trial (i.e. procedures for recruiting sites and participants, randomisation, training, undertaking and supporting the intervention etc.). Some further preparatory work will be required to enhance the proposal before a funding will be made. The ICC and standard deviation from the pilot trial will be used alongside other relevant informaiton, for example about similar outcomes in similar populations, to inform the sample size calculation. The value of including nurse’s stress as an outcome measure will need to be examined due to the number of nurses who were lost to follow up. The health economic evaluation is likely to include cost-effectiveness analysis of intervention. Patient-level data will be collected to compare costs of delivering intervention and resource use. The pilot study also suggested ongoing support for women participating in the study may be helpful and some discussion with women in forensic mental health settings to discuss what approaches may be viewed as appropriate.

	


	
	11. Key Presentations and Publications*
	

	
	
	

	
	Please list here any presentations and publications which have resulted from the work. This should include journal articles, conference proceedings, press releases and all publications in the lay and scientific press, including website links to published articles if appropriate. Items that are forthcoming should also be included. Please note you are contractually obliged to provide 28 days notification prior to any publication. 
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