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Background: Many male prison leavers have significant mental health problems. Prison leavers often
have a history of trauma, ongoing substance misuse and housing insecurity. Only a minority of prison
leavers receive mental health care on release from prison.

Objectives: The aim of the Engager research programme was to develop and evaluate a theory- and
evidence-informed complex intervention designed to support individuals with common mental health
problems (e.g. anxiety, depression) and other complex needs, including mental health comorbidity,
before and after release from prison.
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Methods: In phase 1, the intervention was developed through a set of realist-informed substudies,
including a realist review of psychosocial care for individuals with complex needs, case studies within
services demonstrating promising intervention features, focus groups with individuals from under-
represented groups, a rapid realist review of the intervention implementation literature and a formative
process evaluation of the prototype intervention. In a parallel randomised trial, methodological development
included selecting outcome measures through reviewing literature, piloting measures and a consensus
process, developing ways to quantify intervention receipt, piloting trial procedures and modelling
economic outcomes. In phase 2, we conducted an individually randomised superiority trial of the Engager
intervention, cost-effectiveness and cost–consequence analyses and an in-depth mixed-methods process
evaluation. Patient and public involvement influenced the programme throughout, primarily through a Peer
Researcher Group.

Results: In phase 1, the Engager intervention included multiple components. A practitioner offered
participants practical support, emotional help (including mentalisation-based approaches) and
liaison with other services in prison on the day of the participant’s release and for 3–5 months post
release. An intervention delivery platform (i.e. training, manual, supervision) supported implementation.
Outcome measures were selected through testing and stakeholder consensus to represent a broad range
of domains, with a general mental health outcome as the primary measure for the trial. Procedures for
recruitment and follow-up were tested and included flexible approaches to engagement and retention.
In phase 2, the trial was conducted in three prison settings, with 280 participants randomised in a 1 : 1 ratio
to receive either Engager plus usual care (n= 140) or usual care only (n= 140). We achieved a follow-up
rate of 65% at 6 months post release from prison.We found no difference between the two groups for the
Clinical Outcomes in Routine Evaluation – Outcome Measure at 6 months. No differences in secondary
measures and sensitivity analyses were found beyond those expected by chance. The cost-effectiveness
analysis showed that Engager cost significantly more at £2133 (95% of iterations between £997 and
£3374) with no difference in quality-adjusted life-years (–0.017, 95% of iterations between –0.042 and
0.007). The mixed-methods process evaluation demonstrated implementation barriers. These barriers
included problems with retention of the intervention team, and the adverse health and criminal justice
system context. Seventy-seven per cent (108/140) of individuals had at least one community contact.
Significant proportions of participants engaging received day release work and practical support.
In contrast, there was evidence that the psychological components, mentalisation and developing a
shared understanding were used less consistently. When engagement was positive, these components
were associated with positive achievement of goals for individuals. We were also able to identify how to
improve the intervention programme theory, including how to support individuals who were unrealistic
in their perception of their ability to cope with challenges post release.

Strengths and limitations: Our development work provides a worked example of the development of
a complex intervention, particularly given little prior evidence or theory specific to male offenders to
build on. Our trial methodological development enabled the completion of, to the best of our knowledge,
the first fully powered trial of a mental health intervention for prison leavers with common mental
health problems. There were potential weaknesses in the trial methodology in terms of follow-up rates
and outcome measures, with the latter potentially being insufficiently sensitive to important but highly
individual changes in participants who responded to the intervention.

Conclusions: Delivering a randomised controlled trial for prison leavers with acceptable levels of
follow-up is possible, despite adverse conditions. Full intervention implementation was challenging,
but this is to be expected. Some individuals did respond well to the intervention when both practical
and psychological support were flexibly deployed as intended, with evidence that most components
were experienced as helpful for some individuals. It is recommended that several key components be
developed further and tested, along with improved training and supervision, to support delivery of the
Engager intervention within existing teams working with prison leavers.

Trial registration: This trial is registered as ISRCTN11707331.
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List of abbreviations

CAN-FOR Camberwell Assessment of
Need – Forensic Version

CI confidence interval

CJS criminal justice system

CMO context–mechanism–outcome

CONSORT Consolidated Standards of
Reporting Trials

CORE-6D Clinical Outcomes in Routine
Evaluation – 6D

CORE-OM Clinical Outcomes in Routine
Evaluation – Outcome Measure

EQ-5D-5L EuroQol-5 Dimensions, five-level
version

GAS Goal Attainment Scale

IAPT Improving Access to Psychological
Therapies

ICECAP-A ICEpop CAPability measure for
Adults

IDP intervention delivery platform

MBA mentalisation-based approach

MICE multivariate imputation via
chained equations

QALY quality-adjusted life-year

RCT randomised controlled trial

SD standard deviation

YFC year of full capability
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Plain English summary

Many people leaving prison have common mental health problems (e.g. depression and anxiety),
have past trauma and are often homeless, but get little help from services. We developed a new

service called Engager to help people with their mental health when in prison and back in the community.

To design the Engager intervention, we looked at previous research, we visited services that were doing
something new and we spoke to people who were homeless and families of prisoners. In addition, we
worked with a group of men who had been in prison. We tested the Engager intervention to see which
bits were liked and those that did not appear to work well. We tried to pick the best ways to measure
how the Engager intervention worked.

We carried out a trial where 140 people received the Engager intervention and 140 people received
only what the prison and community services would normally offer (i.e. usual care). Therefore, there
were 280 people in total. We tried to speak to people at 1, 3, 6 and 12 months after they had left prison
to find out how they were getting on. At 6 months, we collected results from 186 people.

Using standard measures, we found that people receiving the Engager intervention did no better
and no worse than people who did not receive the Engager intervention. The Engager practitioners
sometimes found it hard working in the prison and making links with community services. When we
looked in detail, we found that Engager staff were sometimes able to help the person think about their
feelings and thoughts and, although this was sometimes difficult, when this was done well people had
put positive changes in place. In the future, we think that we need better training and support for the
Engager staff to do these parts well. In addition, we suggest that better research methods are needed
to measure this kind of personal progress.
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Scientific summary

Background

As of February 2020, there were over 83,000 people incarcerated in England and Wales, the majority
(95%) of whom were male. A large proportion of these people have past trauma and have mental
health problems with symptoms that meet the criteria for diagnoses such as depression, anxiety,
post-traumatic stress disorder, substance misuse and personality disorder. Comorbidity is the norm,
and individuals can often also have a range of social issues, such as homelessness, unemployment and
broken relationships. This complex and variable mix is often described as ‘complex needs’, although it
is also recognised that individuals have a range of strengths.

Prison mental health services for those with severe mental illness has improved. In contrast, identification
of common mental health problems (e.g. depression, anxiety) is haphazard and few prison leavers access
community services. Worldwide, no systems of care have been developed and evaluated for engaging
people with common mental health problems while in prison, including providing mental health and
practical support and working with them to link with community services after release.

Aims and objectives

The aim of the Engager research programme was to develop and evaluate a complex intervention
(i.e. Engager) that was designed to support individual males with common mental health problems and
other complex needs before and after release from prison. To achieve this, we completed a research
programme from 2013 to 2020.

Phase 1

l We developed a person-centred intervention based on evidence from a range of sources and tested
it in practice (workstream 1).

l We developed trial science methodology to evaluate the intervention (workstream 2).
l We used health economics modelling to inform willingness to pay for benefits (workstream 4).

Phase 2

l We carried out a randomised controlled trial (RCT) comparing Engager plus usual care with usual
care only (workstream 3).

l We carried out a health economic analysis (workstream 4).
l We used a mixed-methods process evaluation approach to examine fidelity, implementation

challenges and opportunities, and potential refinements to theory (workstream 3).

Our public and patient partners contributed extensively across both phases individually and as a Peer
Researcher Group. Overall, the programme took a realist-informed approach to theory-building and
evaluation. The exploratory trial that was proposed initially was replaced with a fully powered RCT and
the outcome measurement was extended to 12 months.
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Developing a theoretical model of the intervention (phase 1, workstream 1)

The aim was to develop the Engager intervention. Realist-informed methods were used to establish the
mechanisms that might lead to positive outcomes. The intervention was viewed as a two-step behaviour
change model, that is, how the system and research team supported practitioners and then how practitioners
supported offenders. Findings were integrated in two processes of synthesis before and after the pilot
work, which included a formative evaluation to shape and provide further detail to the intervention.

Methods

l A realist review aimed to specify how an integrated person-centred system to improve the mental
health of offenders with common mental health problems might work. It followed a three-stage
process: (1) an iterative database search, (2) consolidation and (3) development of a conceptual platform.

l Four organisational case studies aimed to gain learning from a range of promising services, using
documents (e.g. service standard operating procedures), field notes and semistructured interviews.

l Focus groups explored the views of subgroups of the target population whose experiences were not
adequately captured elsewhere.

l A formative process evaluation involved testing the prototype Engager theory in practice in incorporated
semistructured realist interviews (with individuals receiving the intervention, as well as with Engager
practitioners and supervisors and other professionals), practitioner pro formas and health-care records.

Results
At the heart of the intervention theory sit the core interactions between Engager practitioners
and intervention participants, within which lie mechanisms that are proposed to affect offenders’
thinking, emotion and behaviours. Around those are supporting mechanisms for change that require
optimising practitioner performance and support from multiple local services.

Key themes for success included the following aspects of intervention theory:

l Multiple ways to build trust and engagement (e.g. feeling cared for and practical ‘quick wins’).
l Therapeutic approaches for emotional needs (e.g. mentalisation-based approach selected as the

main therapeutic modality).
l Addressing practical challenges of the immediate post-release period (e.g. homelessness).
l The importance and variety of relationships with family and friends.
l Value of peers for some, but not all.
l Specific mechanisms to generate collaboration with other services (e.g. actively engaging other

practitioners in developing the written ‘shared plan’ and preparations for endings needing to start early).

Delivery of the intervention is mainly achieved through Engager practitioners working flexibly, with
a caseload of about 10–12 individuals, in prison during the 4–16 weeks before release, on the day of
their release and for 3–5 months post release. The practitioner is part of a team and is supported by a
supervisor. Initial work is to develop trust and a ‘shared understanding’; this is followed by developing
a person-centred plan and providing emotional and practical support. Attention is paid to planning for
endings and ongoing care.

An intervention delivery platform (IDP) was developed as a means of supporting practitioners to deliver
the intervention as intended and this formed part of the overall Engager theory. Prior to the feasibility pilot
study, the IDP incorporated training, a manual and supervision. Organisational agreements (information-
sharing, risk management, etc.) were incorporated during feasibility work. A rapid realist review identified
the importance of catering for different learning styles and of describing the intervention in ways that
aligned with existing services. The review also suggested that supervision should be delivered in a way that
was theoretically consistent with the intervention. The IDP was strengthened by adding top-up training,
additional supervision for mentalisation and combining the role of Engager team leader and supervisor to
create coherence and promote decisions in the local setting.
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Development of trial methodology (phase 1, workstreams 2 and 4)

Methods
The Engager programme aimed to establish a theoretically sound and feasible trial methodology through
the following substudies:

l Development of a set of outcomes, which involved a single-round Delphi survey, a focused review
to identify measures, testing measures in the target population to assess acceptability and the
psychometric viability, and a consensus panel meeting to agree measures for the RCT.

l A pilot trial to test the feasibility of recruitment, randomisation and follow-up, alongside the
intervention formative evaluation.

l Development of measurement of process for usual care and the Engager intervention.
l A scoping study for economic modelling.

Results
In the single-round Delphi exercise, the most important areas were mental health symptoms, substance
misuse and social inclusion. At the consensus meeting, the Clinical Outcomes in Routine Evaluation –

Outcome Measure (CORE-OM) was selected as the preferred mental health measure. The CORE-OM
and Camberwell Assessment of Need – Forensic Version received equal votes to be the primary outcome
measure. We opted for the CORE-OM because of its psychometric properties.

In the pilot trial, 60 eligible male participants were randomised at a ratio of 2 : 1 to receive either Engager
plus usual care or usual care only. We achieved follow-up rates of 73% at 1 month and 47% at 3 months
post release. Researchers became aware of trial arm allocation of most participants; otherwise, the trial
procedures were acceptable and feasible. To capture care provided by the Engager practitioners, we
developed timesheets and a series of ‘if–then’ statements that captured the extent to which components
were delivered and the consequence.

In the economic evaluation scoping work, we developed a discrete event simulation model and
demonstrated the major challenges of obtaining adequate data to generate plausible cost and
cost-effectiveness. We concluded that a cross-sectoral estimated value of perfect information analysis
was not viable.

Randomised controlled trial and health economics analysis (phase 2,
workstreams 3 and 4)

Methods
The trial was performed in three prison settings (south-west of England, n = 2; north-west of England,
n = 1) and 280 participants were recruited and randomised (in a 1 : 1 allocation) to either Engager
intervention plus usual care (n = 140) or usual care only (n = 140). The Engager practitioners provided
mentalisation alongside psychological and practical support, with supervision starting in the prison,
including day-of-release work, and continuing for 3–5 months post release.

All participants were assessed at six time points, that is at baseline (i.e. before randomisation),
during the week before release from prison and at 1, 3, 6 and 12 months post release from prison.
The primary outcome was psychological well-being measured by the CORE-OM. We evaluated the
mean incremental cost per quality-adjusted life-year (QALY) gained with the Engager intervention
compared with current practice.

Results
At baseline, there was some imbalance between the groups, with the Engager group having a higher
proportion of participants in unstable accommodation, unemployed and with poorer physical health,
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whereas a higher proportion of participants in the usual-care group had experienced relational trauma.
At 6 months, 184 (66%) participants were followed up.

There were no significant differences in mean CORE-OM scores between the groups at 6 months
{Engager group mean 12.6 [standard deviation (SD) 6.9], n = 92; usual-care group mean 11.9 (SD 7.7),
n = 90; between-group difference 1.1 (95% confidence interval –1.1 to 3.2); p-value 0.325}. There were
a small number of statistically significant differences between the two groups on the secondary
outcomes for a variety of sensitivity analyses.

For the primary economic evaluation, the mean cost difference was £2133 and the mean QALY
difference was –0.017 and, therefore, the Engager intervention is less effective and more costly than
usual care. There is a 0% probability that the intervention is cost-effective at the £20,000–30,000
willingness-to-pay threshold for a QALY gained (i.e. the standard willingness-to-pay threshold for
recommending treatments for the NHS).

Parallel process evaluation (phase 2, workstream 3)

The mixed-methods process evaluation aimed to examine the extent to which the intervention was
delivered, how the core components and mechanisms of the intervention produced the intended
outcomes and what could be improved. The mixed-method process evaluation was also used to
facilitate interpretation of the RCT.

Methods
The following analyses were carried out:

l A fidelity analysis that quantified the extent of the intervention delivery.
l A thematic analysis that surfaced the wider issues that may have supported or inhibited the

delivery of the intervention.
l An analysis of the extent to which individuals and practitioners experienced the intervention

components as having been delivered and as having a positive impact, using the ‘if–then’ checklist.
l A realist-informed in-depth case study analysis that explored:

¢ how the quality of delivery of various components of the intervention related to
individual responses

¢ how key outcomes were or were not generated through practitioner activity.

Results
Less than half (n = 62, 48%) of the participants received the minimum dose considered necessary
to have an impact and just over one-third (n = 48, 36%) of the participants received any release
day contact. The volatile prison environment, as well as practitioner focus on release day work and
community provision, limited delivery of pre-release components.

Records showed that practical work was delivered more consistently than psychological components.
Practitioners confirmed this and individual reports from the ‘if–then’ questionnaires showed that
individuals mostly felt cared-for by practitioners, but far less commonly felt supported to understand
their emotions.

The realist-informed in-depth case studies showed how variations in delivery were associated with
differing engagement and responses. We identified five typologies of states that participants might be
in or move through, and ‘crises but coping’ state was the most positive (i.e. the individual engages with
the intervention and makes positive incremental changes over time despite setbacks). The positive but
idiosyncratic outcomes achieved by these individuals did not correlate with the standard trial measures.

SCIENTIFIC SUMMARY
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The other states were less positive. In the ‘resigned acceptance’ state, the participant initially engaged
superficially, but issues and challenges continued and the participant became resigned that their
circumstances would not change. In the ‘crises and in chaos’ state, participants initially engaged well with the
intervention, but development of a psychosocial shared understanding was limited and, when confronted by
challenges, the participant became overwhelmed and disengaged. In the ‘wilful withdrawal’ state, the
participant declined support early on and trust was never established. ‘Honeymooners’ were motivated
to make changes, but believed that they could manage without support and therapeutic work was shallow.

Analysis as to how key intermediate outcomes, such as emotional and psychological competencies
(e.g. emotion regulation, coping strategies) and social skills and capital (e.g. behaviours, building
positive relationships), were and were not achieved showed that use of mentalisation approaches and
supporting a shared understanding, and not just practical support and empathy, were critical. Formal
and flexible supervision appears important for achieving this.

Discussion

Strengths and limitations
The iterative realist-informed peer researcher-supported method of intervention development provides
an exemplar for person-centred complex interventions. Engager programme theory distinguished the
theory of what practitioners should deliver from the support provided to achieve delivery.

Trial science work was also extensive and the delivery of the full trial was a significant logistical
achievement. The trial recruited to target. Sixty-six per cent follow-up is arguably impressive for the
population, but it is still considered a weakness, as it is less than the 70–80% considered necessary
in mental health trials. The small number of statistically significant changes are most likely due to
multiple testing.

The parallel process evaluation was especially important, given the neutral trial finding that showed
difficulties in implementation but positive outcomes for some people who engaged. There are concerns
that the often idiosyncratic steps towards rehabilitation made by people engaging well, but with lifelong
experiences of adversity, may not have been measurable with standard trial measures.

Conclusions
The outcomes measured in the trial showed no differences between arms. Although it is possible that
the intervention theory has no merit, we found evidence of three contributors to the neutral results:
(1) suboptimal implementation, (2) weak theory in a few areas of the intervention and, potentially most
importantly, (3) problems in using standard trial outcome measures to detect small unpredictable steps
in recovery.

There are potential implications for practice. The Engager programme demonstrated the potential for
applying mentalisation flexibly to a population with complex needs outside the traditional hour-long
therapy sessions. There was evidence that effective team-based formal and informal supervision helped
practitioners in the challenging work of using a mentalisation-based approach, including formulation
for individuals who were engaged and decision-making about when not to pursue work that was futile.
We showed that some practitioners working in support worker roles outside mental health systems
were able to use formulation-type approaches.

The Engager programme demonstrated, in contrast to other evaluations, that it is possible to carry
out practical ‘through the gate’ work. Working practices included reliably meeting individuals, safely
using a car for transport, protocols for leaving individuals who may still be without accommodation
and supporting attendance at meetings.
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Supporting professionally unqualified practitioners and embedding mental care into existing non-health
teams (e.g. substance misuse and housing) is a potential alternative and less costly strategy, compared
with the stand-alone Engager team tested in the trial, for putting Engager principles into practice, and
this aligns with national policies.

Trial registration

This trial is registered as ISRCTN11707331.

Funding

This project was funded by the National Institute for Health and Care Research (NIHR) Programme
Grants for Applied Research programme and will be published in full in Programme Grants for Applied
Research; Vol. 10, No. 8. See the NIHR Journals Library website for further project information.
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SYNOPSIS

In February 2020, there were over 83,000 people incarcerated in England and Wales, the majority
(95%) of whom were male. The rate of mental illness in this group is very high and much higher

than the general population1,2 (Table 1). Prevalence rates vary internationally due to methodological
differences, but a consistent finding is that about one in seven people in prison have major depression
or psychosis.1 Comorbidity for this group is the norm, as are chaotic lifestyles with a wide range of
personal and social problems, including homelessness, unemployment and broken relationships with
partners and children.9 In our earlier descriptive study,10 we found that of 200 offenders (100
offenders serving prison sentences and 100 offenders serving community sentences), 59% reported
having common mental health problems, 37% reported problems with family relationships and the
majority (65–70%) were unemployed or on long-term sickness benefit. For people leaving prison, the
transition into the community is associated with increased rates of suicide and self-harm. For example,
the risk of suicide for male offenders leaving prison is eight times the national average.11,12 Although
mental illness rates for female prisoners are consistently higher,13 the Engager project focused on male
prison leavers because of the smaller numbers of females in prison estates.

In 2018, 63% of custodial sentences received were for less than 12 months.14 Short custodial sentences
are known to be less effective than community sentences at reducing reoffending,15 with the 12-month
proven reoffending rates for short-sentence prisoners currently close to 60%.16 As well as reoffending,
frequent transitions in and out of prison take a high toll on the individual, their family and their social
tenure.17 Comorbidity is high for this group,18 as is the financial cost of failing to address these health
and social care issues.19

In the UK, although the NHS commissions all health services, it appoints a range of providers from
NHS, private, and voluntary and community sectors. On the one hand, a prison may have multiple
providers and each service will provide a specific service only (e.g. primary care, general physical health
care, mental health care). On the other hand, in some cases, a prison may use a number of different
providers for services such as primary and secondary mental health care, or drug and alcohol services.
However, using a number of different providers can make continuity of care more complex, especially
for people who require input from multiple services, as often these providers do not operate in an
integrated way. This issue is further complicated at the point of release, as often the health-care providers
within a prison will not be the same services that operate in the community.

TABLE 1 Prevalence of a range of mental health conditions for male prisoners and the male general population

Mental health condition Male prisoners (%) Male general population (%)

Psychosis3 4 1

Major depression3 10 2–4

Affective disorder/anxiety4 6–29 4–10

Any personality disorder3 65 5–10

Antisocial personality disorder3 47 5–7

Alcohol misuse/dependence5 18–30 14–16

Drug misuse/dependence5 10–48 14–16

PTSD6 4–21 2

Intellectual disability7 0.5–1.5 1

ADHD8 26 1–5

ADHD, attention deficit hyperactivity disorder; PTSD, post-traumatic stress disorder.
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There has been investment in prison mental health services for those with severe and enduring mental
illness.20 There is research evidence that critical time intervention, that is, a structured, time-limited
form of case management,21 can be adapted for people with severe and enduring mental illness who
are in prison. In a randomised controlled trial (RCT),22 critical time intervention demonstrated increased
engagement with community mental health services at 6 weeks post release from prison.

The identification of common mental health problems may occur during induction, through self-reporting
or when staff raise concerns. However, we know from other studies that this will miss many people and
will under-represent the level of need.23 In addition, provision of psychological therapy for people with
common mental health problems who are in contact with the criminal justice system (CJS) is limited in
both prison and community settings.10 Once released into the community, ex-prisoners with common
mental health problems are, in theory, provided for by mainstream statutory services, including general
practice, community mental health teams and Improving Access to Psychological Therapies (IAPT)
services; however, few ex-prisoners access these services,10 suggesting that a lack of care on release is
the norm.24

Despite negligible uptake and high need, to the best of our knowledge, worldwide, no systems have
been identified for actively engaging people with common mental health problems while in prison,
providing support and working with them to engage with community services. Organisational
interventions, such as collaborative care (i.e. a complex intervention based on a chronic disease
management model), have been shown to be beneficial for those with depression25 and comorbid
physical health problems.26 However, such interventions are yet to be tested with prison leavers.
Elements of collaborative care have the potential to ensure continuity over time and co-ordination
between teams and practitioners, as well as support for self-care.

The points above provide clear theoretical grounds for the potential health gain in developing an
intervention that (1) focuses on short-term prisoners with common mental health problems, (2) takes
a collaborative care approach to span all the different agencies/professionals involved and (3) takes
into account the wide range of social and health problems individuals may face. There is very limited
research into developing and evaluating mental health interventions within prisons.27 RCTs within the
CJS can be more complex than in other settings because of a range of factors, such as organisational
difficulties, maintaining trial arm allocation, poor follow-up rates and difficulties selecting appropriate
outcome measures.1,17,28–30

How to navigate the Engager research programme and report

The National Institute for Health and Care Research-funded Engager research programme ran
between 2013 and 2020, across two phases. Figure 1 depicts the whole Engager research programme.
The Engager research programme was designed to work iteratively between questions relating to
intervention development and questions relating to trial science. The Engager research programme
included four interlinked workstreams delivered across two phases. Workstream 4, addressing health
economics, continued across both phases.

Phase 1: intervention development and trial methodology
A mixed-methods approach was used for the development of a theoretically informed person-centred
co-ordinated intervention (workstream 1) and this involved:

l a realist review
l organisational case studies
l focus groups
l a rapid realist review of implementation
l a formative process evaluation.

SYNOPSIS
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The data were brought together at two time points (i.e. synthesis 1 and synthesis 2) to iteratively
develop the theory and practice of the intervention. The Engager intervention is summarised in this
synopsis, with more detail provided in Report Supplementary Material 6.

In parallel, we developed the trial science methodology to evaluate the intervention (workstream 2)
and this involved:

l selection of outcome measures
l development of tools to measure ‘the process of care’
l a pilot trial to test the trial procedures
l initial health economics modelling (workstream 3).

Phase 2: trial, process evaluation and cost-effectiveness (workstreams 3 and 4)
In phase 2 we conducted:

l an RCT
l a cost-effectiveness analysis and a cost–consequence analysis
l a mixed-methods process evaluation, which took a realist-informed approach to examining fidelity,

problems with implementation and potential improvements to theory.

Our patient and public involvement work was extensive and interwoven through all workstreams
and both phases. For ease of reading, workstream 4 has been split into two sections, that is, phase 1
(economic modelling) and phase 2 (cost-effectiveness and cost–consequence analyses).

Alterations to the programme

The initial contract was to develop the intervention and to carry out an exploratory trial. A proposal
to switch to a definitive trial was agreed at the mid-programme checkpoint report. An extension to
collect data at 12 months was agreed once recruitment viability had been established in the main trial.
Owing to the decision to have a definitive trial, along with issues of data availability, it was agreed that
the initial plan for decision modelling of economic benefits of a full trial would be replaced by carrying
out a trial-based cost–consequence analysis.

Theory development

Case studies

Focus groups

Realist review
Revised
theory

Process
evaluation

Full RCT

Manual
revision

Intervention
delivery
platform

Theoretical
model of

intervention

Synthesis 2 Synthesis 3

Formative
process

evaluation

Synthesis 1

Theoretical
model of

intervention

Manual

Supervision

Training
Peer researchers

Starting
point logic

Literature

Study
team

research
experience

Clinical
practice

experience

Focus groups

Case studies

Cohort 2:
pilot trial

Cohort 1: testing outcome measures

FIGURE 1 The Engager research programme.
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Developing a theoretical model of the
intervention (phase 1, workstream 1)

Developing solutions to complex problems within complex systems is challenging, as it requires
an in-depth understanding of the nature of the intervention and the implementation context.31

Relatively little attention is paid to the developmental phase of the complex intervention cycle and it
has been argued that realist-informed methods may become routine once sufficient empirical examples
are available to guide practice.32,33

The aim of workstream 1 was to develop an empirical example of a theoretical model of the Engager
intervention.We used realist methods34 as an overall framework with which to establish the mechanisms
involved and the causal pathways and contextual conditions that might lead to positive outcomes. Behaviour
change theory35 influenced our understanding of the mechanisms needed to bring about change. Throughout
the development, the intervention was seen as a two-step behaviour change model, that is, how the
system and research team supported practitioners and then how practitioners supported offenders.
The former became the intervention delivery platform (IDP) and the latter was developed into a detailed
set of practitioner behaviours that were designed to support a heterogeneous group of offenders towards
better well-being and rehabilitation, and is expressed as the programme theory. Through testing this
programme theory, we offer empirical examples to guide future practice for other researchers considering
realist-informed approaches to developing and evaluating interventions with complex groups.

There were three stages to the theory development. An initial starting point model, articulated in the
original funding bid, was based on the team’s clinical and research knowledge and previous patient and
public involvement work. The first stage involved a realist review, focus groups and organisational case
studies, which were synthesised (i.e. synthesis 1) into a prototype intervention that was then delivered
in the pilot trial. The second stage involved a realist formative process evaluation within the pilot trial,
a further organisational case study and focus group, and a realist review of implementation literature.
The results of these were brought together (i.e. synthesis 2) to inform the intervention theory and
IDP (e.g. training, manual, supervision), which were then operationalised in the main trial. Throughout
this workstream, the peer researchers commented on the academic researchers’ findings and the
intervention development, helping the academic researchers to identify gaps in understanding. The
sections below detail the components of workstream 1 and illustrate how each component contributed
to the development of the programme theory of the Engager intervention.

Realist review

The realist review has been published36 and, in accordance with RAMESES II (Realist And Meta-narrative
Evidence Syntheses: Evolving Standards II) reporting standards,31 the realist review aimed to specify
how an integrated person-centred system to improve the mental health of offenders with common
mental health problems might work. Therefore, the focus was on in-depth theory-building as a key
contribution to the development of the intervention. The review is methodologically novel in the way
that it operationalises a realist approach [e.g. use of ‘if–then’ statements, structured questions for
synthesis of context–mechanism–outcome (CMO) configurations] in parallel with the timelines and
methods of a large research project. The following three-stage process was used:

1. We identified sources providing rich descriptions of interventions (and/or their delivery) providing
care for offenders with common mental health problems through hand-searching a core set of
16 journals, citation-chasing, elicitation from experts (including men with lived experience of prison
and release) and database searches. Searches were extended beyond offender health where insufficient
sources were located. Screening of sources, therefore, included those relating to mental health care,
and health and social inclusion service delivery in vulnerable groups.
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2. We identified explanatory accounts (i.e. ideas about how a problem can best be addressed) (n = 347).
‘Working backwards’ from outcomes (including those from meetings with the Peer Researcher Group
of men with lived experience), explanatory accounts were extracted and tabulated, and then expressed
as ‘if–then’ statements, specifying (as far as the source allowed) CMO configurations.

3. We consolidated explanatory accounts (n = 75) and produced a conceptual platform (i.e. a core set
of processes about how intended effects could be achieved). To enable feedback about expression
and scope, consolidated explanatory accounts were shared throughout the process with our expert
group of practitioners and academics.

An overview of the conceptual platform developed for the Engager intervention depicts the key agents
and their relationships (Figure 2). The three columns in Figure 2 describe different key interactions
relating to participating in a mental health improvement intervention both before and after release
from prison. The contextualised interactions can be between practitioners and offenders, between the
practitioner/offender and other practitioners, or between the offender and family members, peers or
mentors. At the centre of the intervention are the core interactions between practitioners and offenders.
It is within these interactions that the intervention had the potential to activate mechanisms that affect
offenders’ thinking, emotions and behaviours. In between these core interactions, the interactions of
both the practitioner and offender with other people (i.e. the central three circles in Figure 2) can further

Practitioner: offender interaction Practitioner: offender interactionInteractions with others

Social/cultural
context

Social/cultural
context

Social/cultural
context

Social/cultural
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FIGURE 2 Conceptual platform developed for Engager. Reproduced with permission from Pearson et al.36 This is an Open
Access article distributed in accordance with the terms of the Creative Commons Attribution (CC BY 4.0) license, which permits
others to distribute, remix, adapt and build upon this work, for commercial use, provided the original work is properly cited.
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affect changes in thinking, emotions and behaviours, and how these interact with their contexts. These
changes influence the subsequent interaction between the practitioner and offender and generate other
potentially beneficial effects.

This realist review contributed substantively to our understanding of how an integrated person-centred
system might work. Findings suggested that supporting positive mechanisms for change involved optimising
the local support available and minimising the potential for complex relationships with services to
destabilise an individual. Box 1 outlines the core set of processes proposed in the conceptual platform.

For pragmatic resource reasons, we did not take on the task of reviewing psychological therapies, having
made an early decision to use mentalisation-based approaches (MBAs)37 to support existing competencies
because of high co-occurrence of traits, such as emotional reactivity linked to the diagnosis of a personality
disorder. The realist review also provided a detailed methodological example of theory-driven intervention
development. In particular, the conceptual platform was used to help us understand where we had gaps
in our understanding and how the organisational case studies, focus groups and peer researchers could
help fill these gaps. For example, the conceptual platform highlighted a gap in our understanding of
how families and peer mentors may inform the intervention and, therefore, one of the focus groups was
developed to look at the role of families and another organisational case study site involved analysis of
the use of peer mentors.

Organisational case studies

The organisational case studies article is published.38

The organisational case studies aimed to augment our emerging core intervention theory by gaining
learning from a range of promising services that provided support and/or treatment for people
experiencing common mental health problems within the CJS. The organisational case studies also
aimed to identify key elements of practice, for example what was and was not effective in engaging
people and maintaining contact with the service. Organisational case studies were particularly useful in
eliciting grounded knowledge that was unpublished and, therefore, unavailable for the realist review.

BOX 1 The core set of processes for a person-centred system in the conceptual platform

1. Different systems, in particular health and criminal justice, and having goals that are consistent with

one another.

2. Attaining consistency between strategic goals and the goals of practitioners.

3. Making referral pathways and links between organisations comprehensible to practitioners and providing

opportunity for the development of constructive working relationships.

4. Practitioners being facilitated and enabled to balance factors that can be in tension, for example

‘knowing how’, as well as ‘knowing that’, analysing one’s own behaviour while remaining attentive to

emotions, and working towards an individual’s goals.

5. Practitioners being facilitated and enabled to apply scientific and experiential knowledge judiciously in

working with individual offenders and colleagues, and the systems in which services are delivered.

6. Practitioners having sufficient knowledge about mental health and how to develop supportive

relationships with people with mental health issues.

7. Recognising the individuality of offenders throughout all interactions in the criminal justice, health and

social care systems.

8. Aligning resources to enable offenders to achieve their collaboratively agreed goals.

9. Practitioners supporting reconnection with, and/or development of, networks of support outside prison.

10. Offenders having reasons to trust practitioners, services and systems.
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Four cases were selected. Organisational case studies 1 and 2 were undertaken prior to the formative
evaluation and organisational case studies 3 and 4 were undertaken after the formative evaluation.
Data included documents (e.g. service standard operating procedures), field notes and semistructured
interviews. Realist-informed interview schedules (see Report Supplementary Material 1) were constructed
using the CMO configurations in our developing theory. All documents were analysed using deductive
content analysis. Interview data were interrogated through a qualitative framework approach.39

Seven main themes were identified: (1) collaboration, (2) client engagement, (3) client motivation,
(4) supervision, (5) therapeutic approach, (6) peers and (7) preparations for ending. The case studies
highlighted that engaging and motivating clients was dependent on the relationship built with the
professional. Consistent, respectful, open and honest communication over time was needed to activate
mechanisms that produced a sense of trust and rapport. Professionals were often unable to provide
this level of support if they did not work in multiagency collaborations, supported by supervision.

Engager organisational case studies highlighted the clear need for an intervention to have in its toolbox a
range of psychological therapies. In addition, the case studies suggested that the addition of a MBA would
be beneficial to support the relationship between the practitioner and client, as well as to help deal with
mood lability. Supporting individual offenders to mentalise effectively about their situations also aligned
with the realist notion of activating generative reasoning mechanisms that enable change in thinking,
emotions and behaviours.

The organisational case studies were also critical to our understanding of the importance of a ‘strong’
IDP (i.e. manual, training and supervision) that would support the practitioners in operationalising the
Engager theory. The findings focused specifically on the role of supervision in ensuring ongoing support
for practitioners as part of a team and on the additional need for external supervisors.

Furthermore, the organisational case studies highlighted the importance of preparatory work in prison
to build trust, rapport and engagement. The case studies also prioritised the need to prepare clients
for the end of the intervention as a positive step in a longer journey, including providing clients with a
summary of their progress.

Finally, the initial prototype and the realist review highlighted the use of peers to support engagement
and improve outcomes. The organisational case studies evidenced benefits for peers delivering support,
but there was less evidence of benefit for the recipient. The Peer Researcher Group strongly asserted
the importance of peer support. However, the research team reluctantly decided, following protracted
discussions with the Peer Researcher Group, that this potential component was not logistically deliverable
within the resources of this project. Instead, Engager practitioners would encourage and facilitate access
to peer/mentoring services.

Focus groups

This work has been published.40

The published work focuses on the methodological development of the focus groups. The aim of the
focus groups was to explore the views of subgroups of the target population whose experiences were
not represented by previous published data, the realist review and organisational case studies.

The following four focus groups were convened: (1) homelessness on release from prison, (2) young
men who had served prison sentences, (3) people with a ‘loved one’ in prison and (4) men recently
released from prison. Each group was recruited through a community-based service that already knew
the participants and continued to support them afterwards.
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Data were coded and analysed deductively using our theorical framework. This analysis consisted of
four columns representing time points (i.e. initial meeting with the participant, actions in prison, actions
in the community and preparations for endings) and six rows representing the main functions of the
intervention (i.e. shared understanding of individual goals, shared action plan to achieve individual
goals, therapeutic approach, family and community capabilities, peer or other volunteer mentor support,
and liaison by practitioner and participant with other professionals/teams).

Conversations within the focus group predominantly related to the following areas within our framework.

Developing the shared understanding by making links between a person’s emotions,
thinking, behaviour and social outcome
Members of the focus groups talked about a reluctance to discuss emotions for fear of appearing weak.
Often, emotions were being masked by other behaviour (e.g. using substances or ‘putting on a front’)
and this highlighted the need to build trust and engagement before moving too quickly into talking deeply
about emotions; however, periods of abstinence may be windows of opportunity for this work.

Developing the shared action plan: matching goals to resources
Men in the focus groups talked about a range of resources within prison that they could use to pass
the time and/or could help if they were feeling low, including education, workshops, gym and chaplain.
These resources would be key resources that the Engager practitioners could link with in the prison.

Developing the shared action plan: other professionals
The men talked about how, in their experience, a diagnosis of mental illness was often not helpful, as it could
limit access to other services or professionals and it may cause professionals to treat them more negatively.
This supported our initial thoughts that, although the focus of the Engager intervention is for those with
common mental health problems, it would be a person- rather than diagnostic-centred intervention.

Developing the shared action plan: other people as a resource
The roles of other people, especially family members, were talked about at length in the focus groups.
The men highlighted that often families receive little information. Family members are often reluctant
to ask for information, help or support because of the perceived stigma of having a family member
in prison. The men also talked about preparing both the soon-to-be released prisoner and family about
expectations. Prisoners cannot always expect to return to situations as they left them. Proactive
expectation management can facilitate communication, including creating awareness of how a family
member or friend has had to do things differently to manage on their own and has had to make other
changes over time. A partner may have grown in confidence and independence; this can be difficult for
released prisoners to adjust to and also the family member may feel guilty about this. These discussions
highlighted a gap within the developing intervention, that is, the Engager practitioner may also have
to work closely with family members to provide information, to support contact with services and,
importantly, to prepare both sides for what release would be like.

What to do in prison to prepare for community contact
The focus groups gave us many practical actions that the Engager practitioners could do to prepare
released prisoners for contact in the community. The men talked about accommodation and money as
key concerns during the initial release period and, therefore, the Engager practitioners could work
alongside other services to try to secure accommodation and money on release. We recognised that
this would not always be possible and that some people would be homeless upon release. The men
suggested making sure that prisoners knew all of the locations a person may present at if they were
homeless (e.g. drop-in centres, homeless shelters or soup kitchens).

Community (first meetings)
The men suggested that it can be hard to establish a routine in the first few weeks and this was a key
factor in the likelihood of retuning to prison, alongside insecure accommodation and financial issues.
This indicated to us that another role the Engager practitioner could have is working with the person
to develop a new routine.
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The data from the realist review, focus groups, organisational case studies and peer researcher
meetings were synthesised into a prototype intervention (i.e. synthesis 1), which was then delivered
and evaluated in the pilot trial and formative process evaluation. Figure 3 depicts the overarching
structure of the Engager logic model theory. More detail of that synthesis process is detailed in Report
Supplementary Material 2. During the synthesis, narratives were produced of the core components
(see Report Supplementary Material 3 for details of the theory for shared understanding, a shared action
plan, action in prison and action in the community).

The peer researchers contributed to the discussions and challenged the academic researchers throughout
the group meetings. The peer researchers required the academic researchers to prioritise the importance
of ‘self-care’ and ‘family support’, even when the published data and financial capabilities suggested that
these might not be achievable. Consequently, focus groups addressing these issues were held and a
decision was made that Engager practitioners should work with participants’ families when appropriate.

Formative process evaluation

The formative process evaluation is published.41

The formative process evaluation continued the realist approach. Realist approaches addressed the
need to build theory prior to outcome evaluation33 and the need for greater attention to be paid to
context during delivery and to effective scale-up during later implementation.42

Face-to-face semistructured realist interviews were digitally audio-recorded and transcribed verbatim.
Interviews were conducted with Engager practitioners, Engager supervisors, prison leavers and CJS,
health and/or social care professionals. In addition, Engager practitioners used a pro forma to record
notes about what practitioners had carried out in each session with, or on behalf of, participants,
and any significant issues that had been discussed. Scanned copies of practitioner notes were examined
using a structured pro forma to describe which components of the intervention were delivered, where
they were delivered and over what time.

The findings presented in the published paper are both methodological and substantive. The paper
provides a consolidated version of the core programme theory, with illustrative examples. A full
overview of all the core programme theories examined and not included in the published paper are
provided in Report Supplementary Material 4.

Key learning from the formative process evaluation led to direct modifications to the intervention
and adjustments to IDP resources to support practitioner teams. The direct modifications included
the following:

l Emphasising the importance of engagement and building a trusting relationship.
l Activating trust mechanisms (e.g. feeling cared for) as an important mechanism for undertaking

meaningful goal-setting.
l A reinforcement of the importance of ‘quick wins’ for activating trust mechanisms (i.e. the practitioner

delivering something for them that may seem small but is of significance to the participant and gives a
concrete demonstration of help).

l The need for a more protocolised sharing of the written plan with the participant and other services
at release to help galvanise resources to support personalised goals.

l Highlighting the difficulties of balancing the competing demands of immediate (often social,
but sometimes emotional) crises and working towards longer-term goals.

l Practitioners needing to anticipate barriers and also respond flexibly when crises emerged.
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Adjustments to IDP included the following:

l The addition of a ‘content of the manual’ session to the training to ensure consistent practice delivery.
l The need for clearer and more consistent risk assessment processes and support for practitioners in

making risk assessments from team supervisors.
l The need to specify the expected content of the supervision process more clearly. The theory of

supervision needed to focus on mechanisms that would develop practitioner competencies to
deliver the intervention as intended.

l The need for a more robust team structure and management at each site, including re-emphasising
the importance of joint decision-making and meeting together regularly to reflect on cases.

l The need to add a section to the manual about practitioners taking care of their own emotional
well-being.

Intervention delivery platform: rapid realist review

In recognition of the importance of effective implementation and delivery of complex interventions
in challenging contexts, an IDP was developed as a means of supporting practitioners to deliver the
intervention as intended. The IDP incorporated training, a manual, supervision and organisational
support. Having previously conducted the realist formative process evaluation41 with evidence from
the organisational case studies, the research team acknowledged that they lacked adequate, relevant
knowledge about intervention implementation. Rather than conducting a second realist review, we
decided to use our existing realist review resource to deepen our understanding of relevant implementation
issues and supportive strategies.

Studies were identified from the search conducted for the realist review. The flow of sources through
the IDP review and information about the 29 included sources are shown in Report Supplementary
Material 5. We used the Consolidated Framework for Implementation Research36 as a framework
for structuring our identification and synthesis of evidence, and these findings are also shown in
Report Supplementary Material 5.

This rapid realist review synthesised knowledge from a wider literature about complex implementation
issues. This enabled us to go beyond simple descriptions of ‘practitioners’ experiences’ to provide a
sounder, contextually refined foundation on which to base implementation activities. Although the
review was not decisive on any one aspect of the implementation strategy, across the board it played a
significant role in supporting emerging findings from other parts of the research programme. For example,
working iteratively with the formative process evaluation, the review identified the importance of
the manual catering for different learning styles and describing the intervention in ways that aligned
with existing service design. The review also informed our understanding of how supervision should
be delivered in a way that is theoretically consistent with the intervention. Some parts of the review
simply played a supportive role, for example by alerting us to areas where there was scant existing
research evidence or insufficient detail in the published evidence, and this was particularly the case
for organisational agreements. The requirement for these organisational agreements became evident
in discussions with practitioners and managers during set-up and delivery, and the agreements were
necessary in order to put in place the formal clinical governance requirements that would enable teams
to operate under research conditions but within NHS and voluntary sector services.

After the formative evaluation, the IDP was strengthened through acknowledging the need for top-up
training and additional supervision for mentalisation. A decision was made to combine the role of
Engager team leader and supervisor to create coherence and promote decisions in the local setting,
taking into consideration the whole caseload and workload, as well as fidelity to the model for each
individual (see Report Supplementary Material 3 for our developing theory of supervision).

DEVELOPING A THEORETICAL MODEL OF THE INTERVENTION
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The Engager model going into the trial

At this point, the results of the realist formative process evaluation and of the realist review of
implementation literature, plus synthesis 1, were brought together in a second round of synthesis
(i.e. synthesis 2). This synthesis was to inform the intervention theory (i.e. what practitioners do and why)
and the IDP (i.e. training, manual and supervision), which would be then operationalised in the main trial.

Details of synthesis 2 are detailed in Report Supplementary Material 2.

There are several ways of gaining a description of the Engager intervention in addition to what is
already presented:

l Box 2 describes the key elements and rationale behind the intervention theory going into the main trial.
l Report Supplementary Material 6 describes the details of the practitioners, training and supervision

arrangements in place going into the trial.
l The Engager programme provides a link for requesting a copy of the trial version of the Engager manual

(URL: www.plymouth.ac.uk/research/primarycare/criminal-justice/engager; accessed 9 June 2022).

BOX 2 The Engager intervention: the development of its key components

The intervention was originally conceived to be an adaptation of collaborative care intervention proven

to be effective for individuals with depression. The principles of collaborative care – a psychological

intervention, joint working between professionals and case-based supervision – were extended on the basis

of the findings of the realist review and case studies to incorporate flexibility of delivery and practitioner

behaviours to overcome distrust; co-ordination across all services involved in an individual’s care and

continuity with a single practitioner, if possible; engagement in prison; meeting on the day of release; and

continued care for 3–5 months following release.

Specific evidence-informed mental health and psychological therapy components were included. Early on,

a MBA was selected as the supportive psychological method most likely able to assist practitioners in

dealing with emotional lability (an aspect of personality disorder) and to help them to understand different

perspectives and support psychological thinking. A generic approach to psychological formulation was

taken, and simplified, as a shared understanding and action plan to be comprehensible for support workers

with limited training and offenders with limited capacities. The shared understanding aims to understand

the links for the individual between emotions, thinking, behaviour and current situation. The aim was

to identify the means to enhance positive behaviours and to reduce negative ones, such as substance use,

self-harm and aggressive behaviour.

The concept of the plan was also extended beyond what services could deliver to bring together all the

relevant available resources to address those goals individuals had selected as the most important.

Resources included not just the therapeutic support of practitioners, but the potential support of other

teams, friends and family and the individual’s own personal resources for self-care. Finally, the concept of

‘discharge’ was transformed into the possibility of next steps, either alone or supported by other services.
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Development of trial methodology
(phase 1, workstreams 2 and 4)

Conducting RCTs in prisons presents numerous practical and methodological challenges. Simply
gaining access to prisons to conduct research and to deliver an intervention can be a difficult and

lengthy process. There are uncertainties about the number of people who might be eligible to participate,
the level of acceptability and the level of compliance with the intervention and research procedures. There
are additional challenges when trying to follow up recently released prisoners in the community. Low
retention rates are a common problem for studies that involve following up recently released prisoners.28

Our preparatory work for the programme demonstrated our ability to follow up 65% of released prisoners
at 3 months after release.29 Some people experience homelessness when released from prison, and for
people who do have accommodation this is often temporary, which makes contacting them post release
difficult. Even when researchers are able to contact people after release, people need to be willing to
meet up with a researcher, answer questions and complete outcome measures. There are also fundamental
uncertainties about how to measure the effectiveness of a complex intervention, as this population
frequently has a complex array of inter-related problems. Therefore, it is not clear which problems are
the most important, which should be the target of an intervention and, once these are decided, how to
measure them as outcomes in the context of a RCT.

When the Engager team began this programme of work, there were, to the best of our knowledge,
no published studies of evaluations of through-the-gate mental health interventions for incarcerated
men with common mental health problems. Therefore, alongside the intervention development work
in workstream 1, we conducted a separate workstream to develop the trial science methodology to
evaluate the intervention.

This work programme aimed to address the following methodological questions:

l What outcome measures should be used to evaluate a through-the-gate intervention for incarcerated
men with common mental health problems?

l What trial procedures are required to deliver a RCT of a through-the-gate intervention for
incarcerated men with common mental health problems?

l How can we measure the process of care of a collaborative care intervention designed to support
incarcerated men with common mental health problems near to, and following, release from prison?

Addressing these questions in the first phase of the programme was a prerequisite for continuing to
a full trial. Specifically, to proceed to a full trial we needed to demonstrate that we could achieve a
follow-up of at least 50% and also demonstrate intervention acceptability in a pilot trial.

Development of a set of outcomes for a randomised controlled trial to
evaluate the effectiveness of the Engager intervention

Our aim was to select a set of outcome measures that captured the most important areas of outcome
using measures that were acceptable to the target population and, as far as possible, met scientific
validity criteria.

We adopted a four-stage approach, involving:

1. a single-round Delphi survey to identify the most important outcome domains
2. a focused review to identify potentially suitable measures within the three most highly rated

outcome domains
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3. testing of these measures in the target population to assess acceptability and the psychometric
viability of the measures43

4. a consensus panel meeting to select the primary outcome measure for the RCT and key secondary
outcome measures.

More detailed description of these stages can be found in Report Supplementary Material 7.

We actively sought the input of our Peer Research Group, with 10 members of the group completing
the Delphi survey and four members of the group attending the consensus meeting.

In the single-round Delphi exercise, although the most important areas that people thought we should
be capturing outcome data for were mental health symptoms, substance misuse and social inclusion,
many of the other outcome domains were rated as important. Although the outcomes of this exercise
were clear and, we believed, unlikely to change much in a second round, we recognised that not all
outcome domains would be relevant to all participants or amenable to change through an intervention.

To address this, we tested using a measure that captured outcomes across multiple domains and
two measures that captured personalised goals. Specifically, we included the Camberwell Assessment
of Need – Forensic Version (CAN-FOR),44 which captured outcomes across multiple domains and has
been used as a composite measure for offenders with mental health problems. We also included the
PSYCHLOPS measure45 and the Goal Attainment Scale (GAS),46 both of which allow the participants to
specify personalised goals and, therefore, enabled the capturing of idiographic outcomes that were not
specific to one domain.

When we tested potential measures on men in prison who were close to release, we found that we
were unable to identify a measure of social inclusion that had the psychometric properties necessary
to be included as an outcome measure in the RCT. The use of PSYCHLOPS was problematic in that
participants tended to identify problems that were primarily due to their situation of being in prison,
and these problems no longer existed once they had been released. Similarly, the GAS was also problematic
in that goals were often poorly specified and, therefore, measuring change in a systematic and standardised
way at follow-up was difficult. Consequently, PSYCHLOPS and the GAS were not included in our
considerations for the primary or secondary outcome measures.

At the consensus meeting, we first discussed measures by domain before focusing on the primary
outcome. Of the measures tested within the mental health symptom domain, the Clinical Outcomes
in Routine Evaluation – Outcome Measure (CORE-OM)47 was selected as the preferred measure over
the General Health Questionnaire-1248 because of its wider range of constructs. The Patient Health
Questionnaire-949 and General Anxiety Disorder-750 were not selected as many individuals were
subthreshold on one or the other measure. The data we collected using the CAN-FOR also indicated
that it would be a psychometrically viable option to be included as an outcome measure. No other
composite measures were considered.

Two-thirds of participants reported having a substance misuse problem and, although it was decided
that a substance misuse measure should not be the primary outcome, two short measures were
included as secondary outcomes, with one capturing information on which substances were being used
and the other capturing level of dependence.

After discussion about outcome measure criteria for trials and close reading of the measures, and with
peer researchers supported to ask questions, the CORE-OM and CAN-FOR received the same number
of votes to be the primary outcome measure. We opted for the CORE-OM as the primary outcome
measure, as it had marginally superior psychometric properties and could be administered in a highly
scripted fashion that would reduce researcher bias.

DEVELOPMENT OF TRIAL METHODOLOGY
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The four-stage process we conducted, incorporating the opinions of our Peer Research Group, enabled
us to be confident that the outcome measures we selected focused on important areas of outcome
and were acceptable to our target population. The outcome measures also demonstrated psychometric
properties that indicated that they would be suitable for evaluating the effectiveness of the Engager
intervention. However, some questions arise on this latter point. None of the selected instruments
was specifically designed for, or validated on, prison populations and, therefore, may not accurately
reflect the acutely stressful effects of custodial environments. Moreover, the transition from custody to
community may itself have a significant impact on mental health, perhaps ‘swamping’ effects brought
about by the intervention. As most of our data testing was undertaken when the participants were still
in prison, we did not establish the efficacy of the measures in community settings. Although the above
are clearly limitations of this study, it should be added that trials are usually expected to use validated
and established instruments, which greatly restricts choice, and that any trial measuring change ‘through
the gate’ is likely to be complicated by recovery among both arms simply as a consequence of leaving prison.

Finally, we considered using outcomes based on practitioner records, such as those from the Offender
Assessment System (OASys) and other assessments entered by offender managers on nDelius, the
Probation Service case management system (URL: https://data.gov.uk/dataset/8dae5fb2-82a2-4232-
ae79-87e9c9fcfe46/ndelius; accessed 1 August 2022). However, it quickly became clear that these
records were not recorded in a sufficiently consistent way to merit inclusion: they were not undertaken
at set time points, were often subjective in terms of focus and they suffered from missing data. Above
all, mental health was an issue that received relatively little attention.

Development and piloting procedures for a randomised controlled trial

This work is published.43

Alongside the work undertaken in selecting a set of outcomes, we piloted RCT procedures to test the
feasibility of a larger RCT. A key objective was to demonstrate that we could achieve a retention rate
of > 50% when following up participants at 3 months post release from prison. Additional aims of the
pilot RCT were to test out trial procedures, such as recruitment, consent and randomisation, to assess
the levels of participation with the intervention, to test our ability to maintain research blinding and to
model workforce requirements for the research team for a larger trial.

We reviewed the records of 864 individuals and identified 182 records of individuals who met the initial
eligibility criteria. Of these individuals, we screened 110 potential participants to identify 60 eligible
participants who were randomised at a ratio of 2 : 1 to receive either the Engager intervention plus usual
care (i.e. the intervention group) or usual care alone (i.e. the control group). We achieved follow-up rates
of 73% at 1 month and 47% at 3 months post release from prison.

No participants withdrew from the trial between consent and up to, and including, the point of
randomisation, indicating that the trial procedures relating to recruitment, screening and randomisation
were acceptable. However, maintaining researcher blinding was problematic and by the time of the
1-month follow-up the researchers were aware of the allocation of practically every participant.
This was usually a consequence of participants sharing their allocation with the researchers who they
frequently came across in the closed prison environment.

There were very high levels of data collection and completion across all the measures used at baseline
and at follow-up, with few missing data. However, during the pilot trial we were still testing a range
of potential outcome measures to use in the full trial and, therefore, not all participants completed
the same set of outcome measures. Given the relatively small number of participants that completed
each set of outcomes, we were unable to establish whether the intervention was able to bring about
change on the measures, and whether or not such a change would be discernible over and above any
change in scores that may have been due to whether the participants were in prison or the community.
This issue was a key limitation of the pilot trial.
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With regard to intervention acceptability, 90% of participants allocated to the intervention group
received some of the intervention. Of the four participants who did not receive any intervention,
three were either released or transferred to another prison before being seen by a practitioner and
one decided the intervention was not for him prior to having contact with the practitioners. Of the
36 participants who did receive the intervention, 28 met with their practitioners in the community
following their release from prison. There was strong indication that receiving support on the day of
release led to ongoing contact in the community.

Overall, we found the trial procedures and intervention to be feasible to deliver, as well as acceptable
to participants. With regard to contamination between the intervention and usual care, we found no
evidence of this and, as the Engager practitioners were a stand-alone team, with many not working
within the prison prior to the Engager intervention, there was little risk of contamination. The one
major exception was in maintaining researcher blinding, which was a problem that was almost universal
at both sites.We considered possible solutions to this problem, but it was felt that any solution created
potentially more challenging problems. For example, we considered using a different researcher to collect
data at follow-up, but felt that this might have a negative impact on follow-up rates, as participants may
not be willing to meet a researcher they had not built up trust and rapport with. Ultimately, we opted
to accept that unblinding would occur in the trial and to focus attention on reducing biases by training
researchers to apply measures consistently, while continuing to allow flexibility for the whole schedule.

The retention rate for the 3-month follow-up was 46%, which was lower than hoped. To address this
for the full trial, we broadened the window of time during which follow-ups could be completed.
Participants often led chaotic lives and were very difficult to contact for periods of time and so it was
felt that giving researchers longer to make contact with and meet participants in the community would
increase the follow-up rate. In addition, we also decided to offer ‘thank you’ vouchers to compensate
participants for their time when we interviewed them in the community, and we received approval
from the Ministry of Justice to do this. Last, many of the participants worked with a range of services
on their release from prison, and the introduction of the community rehabilitation companies (around
the time of the pilot trial) meant that all people leaving prison were to be provided with support from
probation for 12 months following their release. We developed closer working practices with services
in the community, including establishing information-sharing agreements, to help researchers contact
participants in the community.

The whole of the feasibility study also allowed us to test and develop the intervention and to model
researcher workforce requirements and recruitment rates for small or more extensive geographical
follow-up areas and different participant eligibility criteria, and this was critical for both assessing
viability of and planning for the full trial.

Developing a process of care framework

In addition to developing a set of outcome measures for a RCT to evaluate the Engager intervention,
we sought to develop a framework for capturing the care that prisoners received during their
participation in the trial from the Engager intervention and standard services. A detailed description
of the work we undertook in developing methods to capture the process of care is provided in
Report Supplementary Material 8.

Measuring routine care
We recognised that the RCT was going to take place at a time of considerable change within the
probation service, as well as at a time of ongoing changes in the NHS environment. Therefore, it was
also important to capture what ‘usual care’ comprised. One of the key components of the Engager
intervention was to support participants to work with services that could help them work towards
achieving their goals. This might involve the Engager practitioners identifying appropriate
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organisations, liaising with those organisations and supporting the participant in meeting with those
organisations. Therefore, it was anticipated that the Engager intervention could increase the amount
of care received from other organisations and, potentially, improve the effectiveness of that care in
meeting the participants’ needs.

To capture the care received from organisations, we adapted the service use elements of the Client
Service Receipt Inventory.51 Specifically, we expanded the list of organisations to include third-sector
organisations and organisations providing social support (e.g. accommodation, employment and
benefits). To help participants recall the services they had been in contact with, we split the services
up by the type of service and asked about each type of service contact at relevant points in the
interview schedule. For example, service use relating to accommodation was captured immediately
after asking participants about their current accommodation situation and level of need in relation to
accommodation. This also created a more coherent conversation and reduced annoyance induced by
revisiting topics.

In addition, we included questions on how helpful the contact with each organisation was as a proxy
measure of the effectiveness of the support received from each organisation. We asked participants
about who initiated contact with each organisation (e.g. self, CJS, health service or the Engager practitioner)
to provide an indication of how much service contact was initiated by the Engager practitioner.

Last, we asked participants to complete the Brief Inspire,52 which is a tool designed to assess a service
user’s experience of the support they receive. We supplemented the five questions used in the Brief
Inspire with a further nine items that were identified in workstream 1 as important for participants
to have a good experience with a service (e.g. participants can trust the service and participants feel
that the service listens to them). Although participants were likely to engage with many services, we
decided to ask participants to provide ratings of their experiences of working with services in general,
using the Brief Inspire to reduce participant burden.

Quantifying care from the Engager intervention
We sought to capture the amount of support participants received from the Engager practitioner
and information regarding the response to this support. This was important to assess fidelity to the
intervention and in understanding whether or not the intervention worked in the way we anticipated
from the logic model.41

To capture the process of care provided by the Engager practitioners, we developed a range of tools.
First, to capture the amount (i.e. extent and dose) of contact between participants and the Engager
practitioners, practitioners were asked to complete timesheets detailing every contact they had with
the participant, providing details of the length of each contact and the location (i.e. prison or community).
In addition, the Engager practitioners wrote clinical notes for each session they had with participants.
The notes acted as a confirmation of the information recorded in the timesheets and provided details
of the nature of the meetings between the practitioner and participant, as well as which components of
the intervention were delivered (e.g. practical or psychological).

Last, to capture information regarding which components of the intervention were delivered, and
whether or not they had the intended consequences, we developed a series of ‘if–then’ statements.
The ‘if’ statement captured information relating to how often a component was delivered and the ‘then’
statement captured the extent to which it had its intended consequence, according to the Engager
programme theory. The ‘if–then’ statements were rated by practitioners for each participant they had
on their caseload, and were also rated by each participant. More expansive qualitative comments were
also recorded.

The programmatic nature of the grant allowed us to focus on developing bespoke ways of capturing usual
care and intervention content, which is required both for interpretation of the trial and understanding
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the way in which the intervention might work. However, such development work often requires
iterative mixed-methods approaches and we were not able to fully test and refine the measures for the
Engager intervention.

Economic modelling

This part of the economic analyses comprised conceptual model development, decision model specification
and assessment of the feasibility of conducting estimated value of perfect information analysis
(see Report Supplementary Material 10).

Development and testing of a simulation model to estimate the outcomes of the
Engager intervention
A discrete event simulation model of the short-term outcomes and costs of the Engager intervention
was developed based on (1) two previous relevant models (i.e. the revolving doors agency financial
analysis model53 and the Home Office’s model for the economic and social costs of crime54) and
(2) a systematic review of economic evaluations and cost-of-illness studies relating to the commonly
overlapping problems that many prisoners and ex-prisoners face, such as drug or alcohol misuse.
For both treatment strategies, that is, the Engager intervention and usual care, the model simulates
an individual’s pathway through different events, recording the events experienced and calculating
the total costs and outcomes associated with that pathway. The model assumed that prisoners had
4 months in prison before release, and then incorporated contact with health services in the community,
medications, non-fatal self-harm events and deaths.

For people receiving the Engager intervention, there would be a probability of an improvement in
mental health within prison once treatment with the Engager intervention started. After release
from prison, there would be an increase in the probability of planned contact with health services
(with probabilities differing depending on the type of health service) and a subsequent decrease in the
probability of unplanned contact with services.

Modelled outcomes
This initial stage of modelling was based on a model with service use for mental health and drug misuse,
as well as general practitioner (general practice) attendances in the pilot work. The challenges of obtaining
and using data that could potentially be available from the full trial to enable these basic models to
generate plausible cost and cost-effectiveness were expected to be considerable. The challenges would
certainly prevent the possibility of the kinds of cross-sectoral estimated value of perfect information
analysis that were originally planned. Along with the shift to a definitive RCT, the challenges informed
the decision to make the economic evaluation of the main trial a combination of three cost-effectiveness
analyses (using the three main trial outcomes) alongside a cost–consequence analysis.

DEVELOPMENT OF TRIAL METHODOLOGY
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Evaluation of Engager: randomised
controlled trial and cost-effectiveness
analysis (phase 2, workstreams 3 and 4)

Randomised controlled trial

The results of the RCT have been published.55 To date, there has been a dearth of research developing and
evaluating mental health interventions for prison leavers.27 Trials within prison settings are particularly
challenging to undertake because of a range of factors, such as organisational difficulties, maintaining
masking, poor follow-up rates and selecting appropriate outcomes measures.1,17,28–30

Design
The individually randomised superiority trial of the Engager intervention was set in three prisons (south-west
of England, n = 2; north-west of England, n = 1) and nearby communities between 2016 and 2019.

To detect a change of 3.5 units for the primary outcome measure (i.e. CORE-OM43) with 90% power
and a significance threshold of 0.05, assuming a standard deviation (SD) of 7.556 and allowing for 30%
attrition, 280 participants were recruited and randomised [1 : 1 allocation; stratified by site (i.e. Devon
or Manchester)] to either the Engager intervention plus usual care (n = 140) or usual care only (n = 140).

Intervention
The Engager intervention was a manualised person-centred intervention that aimed to address mental
health needs, as well as to support wider issues, such as accommodation, education, social relationships
and money management. Experienced support workers and a supervisor with experience of psychological
therapy delivered the Engager intervention. A mentalisation-informed approach underpinned all elements
of the intervention. At the pre-release stage, the practitioner and participant developed a shared
understanding of the participant’s needs and goals, recognising the links between emotion, thinking,
behaviour and social outcomes. A goal attainment plan was developed and followed, including liaison
with relevant agencies and the participant’s social networks.

Engagement was maintained throughout the pre-release period and, when required, all-day support
was given on the release day. Following release, the practitioner provided support for the participant to
re-enter the community and engage with services. The practitioner continued to work with the participant
and any relevant organisations to help them achieve their goals, while encouraging the participant to take
responsibility for self-care. The practitioner also prepared the participant for the end of the intervention,
while liaising with relevant community organisations regarding continuity of care.

Participants
Individuals recruited into the trial needed to be released to defined geographical areas and were required
to score ≥ 10 points on the Patient Health Questionnaire-949 to indicate depression, ≥ 10 points on
the General Anxiety Disorder-750 to indicate anxiety or score ≥ 3 points on a bespoke questionnaire to
indicate likelihood of difficulties on release. Those individuals with psychosis under the care of prison in
reach teams or part of the personality disorder service were excluded. All participants were assessed at
six time points, that is, at baseline (before randomisation), during the week before release from prison,
and then at 1, 3, 6 and 12 months post release from prison.

A total of 3102 prisoners received assessment for eligibility. Of these prisoners, 673 were identified
as potentially eligible for the trial and approached for consent. One hundred and eighty-seven of the
673 prisoners declined involvement and a further 90 prisoners were found not to be eligible or were
excluded for other reasons, leaving 396 prisoners to be screened for common mental health problems.
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Of these prisoners, 78% were found to be eligible and, therefore, selected to take part. After a small
number of withdrawals, the 280 prisoners who remained were randomised into two groups of 140.
Figure 4 depicts the CONSORT (Consolidated Standards of Reporting Trials) diagram.

Assessed for eligibility
(n = 3102)

Not eligible
(n = 2081) 

• Release area, n = 1396
• < 4 weeks to release, n = 6
• SMI, n = 141
• PD, n = 7
• Risk, n = 13
• Declined, n = 1
• Transferred, n = 6
• Released, n = 9
• Randomised, n = 1
• Unable to understand English, n = 5
• Pending charge, n = 7
• Other, n = 5
• Screening, n = 1
• Sentence > 2 years, n = 465
• Practitioner capacity, n = 18

Consent
(n = 400)

Screened
(n = 396)

Not going to consent
(n = 273)

• Release area, n = 39
• < 4 weeks to release, n = 8
• Consent, n = 1
• Declined, n = 187
• Transferred, n = 4
• Released, n = 4
• Unable to understand English, n = 7
• Pending charges, n = 15
• Contact, n = 1
• Other, n = 5
• Screening, n = 2

Approached
(n = 673) 

Not screened
(n = 4)

• < 4 weeks, n = 1
• Declined, n = 1
• Transferred, n = 1
• Released, n = 1

• Withdrawn, n = 1
• Transferred, n = 2
• Unable to meet, n = 7
• Released early, n = 11
• Other, n = 4

• Withdrawn, n = 1
• Transferred, n = 3
• Unable to meet, n = 7
• Released early, n = 13
• Other, n = 2

• Withdrawn, n = 1 (total = 2)
• Deceased, n = 1
• Transferred, n = 2
• Unable to contact, n = 31
• Unable to meet, n = 11
• Other, n = 5

• Excluded pre-notif ication, n = 1
• Withdrawn, n = 1

• Withdrawn, n = 1 (total = 5)
• Deceased, n = 2 (total = 4)
• Unable to contact, n = 59
• Unable to meet, n = 2
• Declined, n = 3
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• Other, n = 1
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• Other, n = 2
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• Transferred, n = 40
• Released, n = 29
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• Other, n = 14
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(n = 280)

• Withdrawn, n = 1 (total = 3)
• Excluded (risk of harm), n = 1
• Deceased, n = 1 (total = 2)
• Unable to contact, n = 36
• Unable to meet, n = 13
• Other, n = 2

• Withdrawn, n = 1 (total = 4)
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FIGURE 4 ACONSORT flow diagram. Reproduced with permission from Byng et al.55 This is an Open Access article distributed
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Analysis
Demographic data and participant characteristics were reported descriptively at baseline, using mean
and SD, with median and minimum and maximum, as appropriate, for continuous measures, and
percentages for categorical measures.

For the primary analyses of the outcome variables, the intention-to-treat principle was used, with
participants being analysed according to their randomised allocation irrespective of treatment
actually received. Only participants with observed data were included for the primary analyses.
Primary analyses used linear regression models for continuous outcomes and logistic models for
binary outcomes.

Sensitivity analyses were performed for comparison with the primary analyses, that is, per-protocol
analysis, complier-average causal effect analysis and inclusion of only those participants whose
follow-up assessments took place within the specified ‘window’. The definition of per protocol for
the Engager intervention plus usual-care group was receipt of at least two contacts prior to initial
release and at least eight contacts following initial release. As a secondary analysis, mixed-effects
models (random effect on participant intercept) were performed including participants with data
available at any of the four follow-up time points. Results of all inferential analyses were reported as
between-group differences with 95% confidence intervals (CIs). Global p-values were also provided
with regard to categorical explanatory variables. The threshold for determining significant effects
was set at p < 0.05. No adjustment of p-values was made in the light of multiple testing.

All analyses were adjusted for baseline values of continuous outcomes and study site. Baseline
participant characteristics were to be compared by treatment group, with any covariates found to be
unbalanced included in the analyses if thought to be predictive of outcome.

For the CORE-OM at 6- and 12-month follow-up, we investigated interactions (i.e. moderation
effects) between intervention and specific participant characteristics, including study site, personality
disorder (based on the Standardised Assessment of Personality – Abbreviated Scale), previous
trauma, pre-prison accommodation and alcohol/substance abuse. Further sensitivity analyses were
performed to address missing data, based on the assumption that missing data were missing at
random. The level of missingness for the CORE-OM was evaluated, with 55% of participants found
to have missing data at 12 months. Sensitivity analyses were performed using combined observed
and imputed data.

Results
There were some imbalances between the two groups at baseline. The Engager intervention group
had a higher proportion of people with unstable accommodation [n = 76 (54%) vs. n = 58 (41%)],
a higher proportion of people who were unemployed [n = 104 (75%) vs. n = 85 (61%)] and a higher
proportion of people with physical health problems [n = 64 (45%) vs. n = 48 (34%)]. A higher proportion
of people in the usual-care group had experienced relational trauma [n = 89 (64%) vs. n = 74 (53%)].
At 6 months, 184 (66%) participants were followed up, with 45% of participants followed up at
12 months.

There were between-group imbalances in participant characteristics at baseline for type of
accommodation (people in the usual-care group had more stable accommodation before prison),
employment (people in the usual-care group were more likely to be employed), previous trauma
(people in the usual-care group had experienced more relational trauma) and physical health problems
(people in the usual-care group had fewer problems). Therefore, these characteristics were included
as covariates in all analyses.
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Of 140 participants allocated to the intervention, 92% received at least one session in prison
[mean 5.7 (SD 3.9)] and 108 (77%) participants received at least one post-release community session
[mean 12.9 (SD 11.6)].

There were no significant differences in mean CORE-OM (primary outcome) scores between the
groups at 6 months [Engager intervention group mean 12.6 (SD 6.9), n = 92; usual-care group mean
11.9 (SD = 7.7), n = 90; between-group difference 1.1 (95% CI –1.1 to 3.2); p-value 0.325]. Figure 5
depicts the change in CORE-OM score over the four time points.

There were a small number of statistically significant differences between the two groups on the
secondary outcomes [including CAN-FOR, Intermediate Outcomes Measurement Instrument, EuroQol-5
Dimensions, five-level version (EQ-5D-5L) and ICEpop CAPability measure for Adults (ICECAP-A)] for
a variety of sensitivity analyses (i.e. complier-average causal effect and per protocol), but this is most
likely due to the effects of multiple testing. At the time of writing, it had still not been possible to obtain
Police National Computer data on reoffending.

Further exploratory analysis
After our neutral finding was revealed and the baseline imbalances were identified, we carried out
some further exploratory analyses to rule out or put forward any contributing factors or possible
explanations for the neutral finding. The details of this exploratory analysis are found in Report
Supplementary Material 9. We found imbalances in CORE-OM scores at baseline, with the Engager
intervention group scoring as less mentally unwell (mean 15.2 vs. 16.9). It is possible that the people
in the usual-care group were more willing to acknowledge their common mental health problems or
may have struggled with being in prison but may have had less social disadvantage on release into
the community. Conversely, people in the Engager intervention group may be less likely to report
their difficulties in the prison environment, as they may not wish to show their vulnerabilities.

We identified that the mean scores for the CORE-OM dropped differentially over time, depending on
which trial arm participants were in and whether or not the participants were serving a new prison
sentence at time of follow-up.
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Health economic analyses

We conducted a trial-based economic evaluation to identify the mean incremental cost per quality-
adjusted life-year (QALY) gained with the Engager intervention compared with current practice.
Report Supplementary Material 10 describes in detail the health economics modelling, and the results
of the health economic analyses are published.57

The cost of the Engager intervention included the cost of training and supervision based on
practitioner-reported activities. As a conservative estimate, the cost per participant of training
and supervision was calculated as the total cost of training and supervision for the Engager trial
divided by the number of participants in the intervention arm of the trial.

Unit costs for accommodation-, education-, training-, employment-, money-, relationship- and criminal
justice-related service use are reported in Hunter et al.57 table 1. All costs are reported in 2017/18 GBP
(i.e. the most recent year costing data were available), with costs for earlier years adjusted to 2017/18 values.

The trial primary outcome CORE-OM was converted to the Clinical Outcomes in Routine Evaluation – 6D
(CORE-6D) utility to calculate QALYs. QALYs were calculated as the area under the curve using the
CORE-6D responses at baseline and at 1, 3, 6 and 12 months post release. QALYs were also calculated
and reported in a similar manner using responses to the EQ-5D-5L at baseline and at 3, 6 and 12 months
post release and (1) the mapping algorithm and (2) the EQ-5D-5L value set. Years of full capability (YFCs)
(equivalent) were calculated for the Engager intervention compared with usual care using patient-level
responses to the ICECAP-A at baseline and at 3, 6 and 12 months post release.

We assumed that data missing at follow-up were missing at random. No predictors of ‘missingness’
were found. Costs, utility scores and the ICECAP-A tariff were imputed for the number of 30 data
sets using chained equations [i.e. multiple imputation using chained equations (MICE)] and predictive
mean matching.

For the incremental cost-effectiveness ratio, we used regression to account for the correlation between
costs and outcomes to calculate the incremental mean cost per QALY or per YFC gained of the Engager
intervention compared with usual care. The primary analysis was calculated using the multiple imputation
data set and was bootstrapped. The incremental mean cost per QALY and per YFC were used to
calculate cost-effectiveness acceptability curves and cost-effectiveness planes. A range of sensitivity
analyses and a cost–consequences analysis were also conducted.

The total cost of training and supervision for the duration of the Engager trial was £59,303. If the total
cost of the training and supervision is divided by the 140 participants randomised to the intervention,
then the training and supervision cost was £424 per participant. The total average cost per participant
of delivering all intervention sessions (i.e. prison, meeting at the gate and community) was £467 (SD £475).
When the cost of training and supervision is added, then this results in an average cost per participant
in the Engager arm of £891.

Descriptive statistics for CORE-6D, EQ-5D-5L (cross-walk and time trade-off tariff) and ICECAP-A
tariff are reported.57 There were no significant differences between trial arms.

The bias-corrected bootstrapped difference in health-care costs, adjusting for baseline, of the Engager
intervention compared with usual care is £751 (95% CI –£1593 to £3096). When the cost of the
Engager intervention is added (including the cost of training and supervision), the difference in costs is
£1795 (95% CI –£575 to £4164). The cost difference for CJS costs including the cost of the intervention
is £8166 (95% CI £1692 to £14,640). If productivity gains/losses are included, then the cost difference is
£5344 (95% CI –£1228 to £11,916).
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For the primary economic evaluation (i.e. a health and social care cost perspective, QALYs calculated
from the CORE-6D and using MICE for missing data), the mean cost difference was £2133 (95% of
iterations between £997 to £3374) and mean QALY was a difference of –0.017 (95% of iterations
between –0.042 to 0.007) and, therefore, the Engager intervention is less effective and more costly
than usual care. The cost-effectiveness plane is shown in Figure 6. There is a 0% probability that the
intervention is cost-effective at the £20,000–30,000 willingness-to-pay threshold for a QALY gained
(i.e. the standard willingness-to-pay threshold for recommending treatments for the NHS).

The Engager intervention had a very low probability of being cost-effective and this was the case
across all secondary and sensitivity analyses. The Engager intervention group cost significantly
more from a health service perspective, and had higher CJS costs. On the other hand, the Engager
intervention group also showed greater productivity gains, although caution should be taken in
interpreting these results, particularly given the number of analyses run. Very few cost-effectiveness
analyses are carried out in CJS settings, with self-reported outcomes in this group being particularly
hard to collect because of this population’s transient nature. This trial demonstrates the complexity
of economic evaluations in this area and represents a significant contribution to the health economic
evidence base for this population group.
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FIGURE 6 Cost-effectiveness plane of the Engager intervention compared with usual care from a health and social care
cost perspective over 12 months.
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Engager evaluation: parallel process
evaluation (phase 2, workstream 3)

The objectives of the mixed-methods process evaluation, with data collected in parallel to the trial,
were to:

l determine the extent to which the intervention was delivered as outlined in the Engager manual
l evaluate the extent to which the core components and mechanisms of the intervention produced

the intended outcomes
l support the interpretation of the RCT
l identify aspects of the intervention and delivery that could be improved
l explore unintended consequences of the intervention
l understand how to deliver the intervention in real-world settings (including training, supervision,

meta-supervision).

The process evaluation carried out the following analyses:

l A fidelity analysis that quantified the extent of the intervention delivery.
l A thematic analysis that demonstrated the wider issues that may have supported or inhibited the

delivery of the intervention.
l An analysis of the extent to which individuals and practitioners experienced the intervention

components as having been delivered and having a positive impact.
l A realist-informed in-depth case study analysis that explored:

¢ how the quality of delivery of various components of the intervention related to
individual responses

¢ how key outcomes were or were not generated through practitioner activity.

Each analysis is summarised below. Data were collected from a range of sources and a table detailing
which data sources were used for each analysis is shown in Report Supplementary Material 11.

Fidelity analysis

More detail on the fidelity analysis can be found in Report Supplementary Material 12.

The fidelity analysis aimed to quantify the extent to which the intervention was delivered as hypothesised.
The primary objectives were to examine (1) adherence to delivery of the components of the intervention,
as specified in the logic model, and (2) delivery of the team model throughout the trial. Data were
extracted from practitioner logs and records for 129 of the 140 intervention participants. We were
able to identify participants who had received the minimum dose of the intervention thought necessary
for impact (i.e. two prison sessions and eight community sessions) and the extent of delivery for
other participants.

Less than half (n = 62, 48%) of the participants received the minimum dose and just over one-third
(n = 48, 36%) of the participants received any release day contact. Variations in intervention delivery
were observed across sites. Information on the content of sessions was available for 45% (n = 332) of
prison sessions and 47% (n = 701) of community sessions. Based on the content of records, just over
two-thirds (67%) of the sessions were assessed as practically focused (e.g. focused on housing issues),
23% contained both practical and therapeutic content and just 10% were predominantly of a
therapeutic nature (e.g. focus on thoughts, feelings and behaviours).
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Overall, the fidelity analysis based on records highlighted that intervention delivery was not as
therapeutically focused as was intended. Staff turnover, long-term sickness and the prison context
(e.g. regime and lockdowns) presented barriers to the planned team model delivery of the intervention.

Thematic analysis of barriers and facilitators

This thematic analysis aimed to explore the individual- and organisational-level barriers to and facilitators
of intervention delivery and implementation. A full description of the methods and results can be found in
Report Supplementary Material 13 and 14.

Five key cross-cutting themes were identified.

Perceived usefulness of Engager resources
A shorter version of the manual could have more effectively supported daily delivery. More regular
training sessions tailored to the competency gaps of practitioners and focused on the most complex
aspects of the intervention (e.g. MBA and shared understanding/action plan) could have improved
quality of delivery.

Intrateam and interteam dynamics
Intervention delivery was compromised, at times, by long-term sickness, practitioner turnover and
unhelpful team dynamics.

Individual contributions of practitioners and clients
Practitioners’ lack of experience in working with this client group, and in a psychologically informed
way, limited their ability to deliver the intervention. Some participants were difficult to get hold of and
hard to engage, and this influenced delivery.

Context within the prison and community
The prison environment was a volatile context to deliver the key values of the intervention. Outside
the mandated atmosphere of the prison environment a chaotic community context, with participants
less likely to attend appointments, was also often challenging for ongoing intervention delivery and for
planning formal endings.

Extent of delivery and impact of key intervention components

This component of the process evaluation provided more granularity as to the extent to which intervention
components were delivered and whether or not these had an impact. The development of the practitioner
and participant perspective checklists are reported in Report Supplementary Material 11. The two ‘if–then’
checklists were based on the realist-informed programme theory and were used to record ‘if’ individual
components of the intervention had been delivered and, as a result of that delivery, whether or not the
hypothesised outcome had ‘then’ been achieved.

Data from the practitioner perspective were available for 121 out of 140 intervention participants;
however, because of late introduction of this measure, low follow-up rates at 12 months and
participant burden, data from the participant perspective are reported for only 35 participants.
The key findings were as follows.

Trust and practical support
Practitioners reported that they treated participants with respect (n = 120, 99%) and showed that they
cared by helping participants and offering practical support (n = 103, 85%), which led to participants
having trust in practitioners in most cases (n = 96, 81%). All 35 participants reported that they felt
respected, 32 (91%) said that practical support was given and 28 (86%) reported that this led to trust.
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Mentalisation-based approach
Delivery of the key mentalisation techniques (i.e. stop/listen/look, micro-slicing, rewind) was reported
by practitioners as being delivered regularly (n = 50, 40%) and as not being achieved at all (n = 33, 25%).
When using strengths-based work, practitioners reported participants becoming more self-reliant in
38% (n = 45) of cases. Seventy-three per cent (n = 25) of participants reported that being able to talk
through things meant that they were more able to understand their thoughts, feelings and behaviours,
and 50% (n = 17) of participants said that it helped them to get on with others.

Resource mobilisation
Practitioners ‘always’ or ‘frequently’ liaised with other services to galvanise support in almost two-thirds
of cases (n = 70, 58%). Practitioners reported that 53% (n = 61) of participants maintained engagement
with other services as a result.

A positive ending
According to practitioners, less than half (n = 46, 45%) of the participants received support around
ending the intervention, often due to loss of contact. However, of the 46% (n = 13) of participants who
reported a planned ending, all said that they would be more able to continue working towards their
goals after the Engager intervention ended.

Although there was greater practitioner than participant data completion, the multiperspectival
approach contributed towards a degree of data triangulation by adding weight to the health records-
based fidelity analysis that practitioners were empathic and provided practical support, but delivered
psychological interventions less often.

Realist-informed case studies

Twenty-four longitudinal realist-informed in-depth case studies were conducted to examine how
participants engaged and responded to intervention offers. Two papers reporting this part of the
process evaluation have been published.58,59 Report Supplementary Material 15 presents more details of
the ‘if–then’ checklist and Report Supplementary Material 16 details the purposive sampling strategy
that was used to select case study participants and provides an overview of the data collection
strategy and interview schedules.

Typologies of engagement and response to the intervention
We showed that the intervention was delivered with varying degrees of fidelity. We identified
five typologies of participants as follows.

Crises but coping
The participants in the ‘crises but coping’ group engage with the intervention and appreciate Engager
intervention support, but continue to experience problems. The participant makes positive incremental
changes over time, despite setbacks, leading to a better life situation. However, it is of note that the
positive outcomes achieved by these individuals did not correlate with the standard measures when
the case study outcomes and trial outcomes were compared after both analyses had been completed.

Resigned acceptance
Participants in the ‘resigned acceptance’ group initially engaged with the intervention, but problems
and challenges continued and the participants became resigned that their circumstances would not
change and concluded that they were not able to pursue goals.

Crises and in chaos
Participants in the ‘crises and in chaos’ group were unsure about their ability to make changes, but
appreciated offers of support and initially engaged with the intervention. However, this was short-lived
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and was not accompanied by the development of a shared understanding. When confronted by
problems and challenges, these participants soon became overwhelmed by their circumstances and
disengaged from the intervention.

Wilful withdrawal
Participants in the ‘wilful withdrawal’ group declined support early on. These participants received
minimal contact with their Engager practitioner in prison and so trust was never established.

Honeymoon
Participants in the ‘honeymoon’ group were motivated to make changes at the outset; however, soon after
their release, they believed that they could manage without support. Therapeutic work was, therefore,
ineffective as Engager practitioners appeared to struggle to challenge the overoptimistic participants to
develop a realistic understanding of their ability to manage their situation. Subsequently, participants
would hit crisis soon after release and would not be able to sustain motivation to pursue their goals.

Effect to cause analysis
We attempted to understand what enabled, or limited, the intervention mechanisms (i.e. practitioner
resource offers and offender responses) in achieving the intended outcomes. The main areas explored
are as follows.

Emotional competencies (motivation and agency)
Practical and therapeutic support offered by the practitioners did help participants to feel motivated
towards changes. However, often the support was too practical and not informed by a shared
understanding of the underlying issues that would help participants manage challenges after their
release and of the skills they needed to develop to sustain change.

Psychological competencies (coping, emotion regulation, coping strategies)
Participants who received more intensive therapeutic support continued to engage with their practitioner
during setbacks and were helped to mentalise about where things had gone wrong. However, as above,
therapeutic work was often absent, shallow and superficial, and the resources offered to participants were
often practical and did not offer opportunities to reflect on dysregulated thinking.

Social skills and capital (behaviours, building positive relationships)
Participants needed repeated opportunities to reflect before mechanisms had a sustained effect.
For some participants, initial engagement with the intervention was a means to foster a favourable
impression to other services; however, this is not to say that participants were deliberately disingenuous
about wanting to make changes with their lives. Participants believed (fallibly) that their own willpower
and motivation would be enough to cease compulsive behaviours. Practitioners were sometimes met
with guarded responses and found it difficult to challenge a participant’s overly optimistic perception
of life outside prison to enable participants to develop a more realistic perception of the challenges
that they faced.

Synthesis 3

The five analyses from the parallel process evaluation were brought together, assessed and discussed
by team members. Details of this informal synthesis and analysis can be found in Report Supplementary
Material 17. The results were used to further develop the Engager intervention theory. The three main
refinements identified were:

1. increased support for practitioners to understand fluctuating emotional states
2. making mentalisation more central
3. developing epistemic trust between the participant and the practitioners as a key mechanism to

improve the effectiveness of the therapeutic work.
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Patient and public involvement

Active involvement of men who had previously served prison sentences was an integral part of the
Engager intervention development and evaluation.60 The group of people who were self-coined as

‘peer researchers’ reflected that they brought their lived experience, the research team brought their
academic experience, and that they all worked together as ‘peers’. The peer researchers contributed to
the design, delivery and evaluation of the Engager intervention, inputting into:

l trial science, including refining study documents (e.g. invitation letters, consent forms, interview
schedules), deciding on outcome measures and explaining randomisation

l qualitative data capture (e.g. co-facilitating focus groups, allowing participants to feel more
comfortable to contribute) and analysis (e.g. reviewing focus groups transcripts ‘line by line’ with
an academic researcher)

l training new academic researchers in delivering interview schedules
l intervention theory development
l dissemination.

The peer researchers validated, challenged and actively contributed to the research team’s findings.60

The Engager team committed to the importance of resourcing meaningful involvement as a central
part of the research funding bid. The team used their previous experience to support and facilitate the
Peer Researcher Group, dedicating time, specific skills and a method of quick and easy payment for
participants. A member of staff was appointed as a ‘bridge’ between those with academic experience
and those with lived experience, and this member of staff functioned as a key contact point for the
peer researchers and facilitated discussions between the two types of expertise.

The Peer Researcher Group was developed through working with local community organisations.
The group first met at a local drug and alcohol charity, which provided a neutral and unthreatening
environment. Once relationships and trust developed, the group held some meetings on the university
campus, which helped the peer researchers to feel respected and part of the Engager team.

Group membership was maintained by regular contact with participants by text, telephone, Facebook
(Meta Platforms, Inc., Menlo Park, CA, USA) and e-mail. The group maintained its size through a rolling
membership and consisted of a core group of around eight peer researchers aged 25–56 years. During
the intervention development phase, the group met 18 times, fortnightly. Ongoing relationships with
the individuals in the group were maintained, where possible, through regular updates on the project’s
progress. Members with whom contact had been maintained reconvened to develop a dissemination
strategy, meeting eight times over a 5-month period, with an average of seven participants per meeting.

Delivering group activities in interactive, accessible and bite-size pieces facilitated peer researcher
engagement, understanding, concentration and self-reflection. During the first iteration of the intervention,
the academic researchers spoke about their areas of expertise within the project, which the peer
researchers then contributed to and critiqued. These sessions included collaborative discussions within
which the academic researchers were open to having their conceptions challenged and changed.
Positive relationships were built because the atmosphere was relaxed, as one peer researcher said:

. . . so relaxed, I mean people haven’t got much confidence it makes it so much easier for them to come
out with stuff.

Lee

The peer researchers reported that the academic researchers were ‘not seeing the barriers’, allowing
them to feel ‘the same’ (Steve) and this helped the peer researchers to be ‘open and not to be held
back by guilt and shame’ and to feel that they were ‘not getting judged’ (Lee). A key moment was
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resolving how peer researchers would be referenced. This report uses their first names so that they
can evidence to others their achievements, but not their family names, therefore avoiding harming
subsequent employment opportunities.

Demonstrating tangible impacts helped maintain engagement. The group sessions helped the peer
researchers to build an understanding of the developing intervention, to critique and challenge project
decisions and to receive feedback on how their previous contributions had contributed to the project’s
progress. The peer researchers said that the academic researchers keeping in touch made them feel
that ‘the project genuinely had an interest in our well-being’ (Steve).

Peer researchers felt that involvement in the Engager project gave them a sense of purpose and
self-worth and aided their progressive levels of self-confidence. The group also valued being able to
make a positive contribution:

. . . it’s nice to be involved in something pro-social rather than anti-social.
Eddie

The Engager project experience demonstrated the positive contributions, as well as challenges, to
intervention development and evaluation. The academic researchers felt particularly validated when
they presented the integrated intervention and the peer researchers, jokingly, asked the academic
researchers what they had been doing throughout the project because what the academic researchers
had presented to them was how they had conceptualised and understood the intervention.

PATIENT AND PUBLIC INVOLVEMENT
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Discussion

Overview of results and interpretation

The Engager research programme has run over 7 years and has incorporated several substudies within
the two phases and across the four workstreams. The results of the RCT inevitably dominate the findings.
The primary outcome showed no difference between arms at 3, 6 or 12 months. The secondary outcomes
measured in the trial showed a pattern of null effect. The small number of statistically significant
changes were most likely due to multiple testing. There was no evidence for the Engager intervention
being cost-effective.

Despite the development of a substantive IDP, implementation of the Engager intervention was suboptimal.
Reasons for this included some individuals becoming disengaged from the intervention and delivery of
intervention being affected by illness among practitioners, staff changes, conflicts within team cultures
and temporary gaps in the practitioners’ capacity to deliver the intervention. Challenges in delivering in
the prison setting (e.g. lockdowns, violence and staff cuts) and the well-evidenced underperformance of
community rehabilitation companies are also likely to have had an impact on outcomes achieved by the
Engager intervention.

The in-depth case studies broadly supported these findings, with suboptimal fidelity to the model and
most intervention participants not achieving positive outcomes. However, when Engager was delivered
optimally, a significant minority of participants engaged well with the intervention and made important
steps towards rehabilitation. However, the positive outcomes achieved by individuals did not correlate
with the standard measures when the case study outcomes and trial outcomes were compared after
both analyses had been completed. These individual-level case studies also provided evidence that,
although most components of the intervention were helpful for at least some individuals, there were
also weaknesses in the intervention theory in that it had not proposed specific practitioner activities in
relation to individuals who were overoptimistic or resigned in hopelessness.

Overall, we found evidence for three contributors to the neutral results, that is, suboptimal implementation,
weak delivery in certain areas of the intervention and the inability of standard trial outcome measures
to detect small unpredictable steps in recovery resultant from the intervention for individuals with
lifelong experiences of adversity.

Reflections on achievements and challenges

Although we succeeded in many areas, such as recruitment, retention and our iterative intervention
development, we are particularly proud of the work the academic researchers produced in partnership
with the peer researchers.60

Phase 1: intervention development and trial science
The main output of phase 1 was the development of a coherent, acceptable and feasible complex
intervention for prison leavers with common metal health problems. This iterative process, with
realist-informed syntheses, offers other complex intervention developers a blueprint for how to build
evidence-based programme theory and evaluate it. This detailed worked example is, to the best of
our knowledge, one of few research studies that have used realist-informed approaches in the initial
throes of the complex intervention development cycle advocated by the Medical Research Council.
Box 3 summarises the key methods of intervention development used.
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Our programme theory separated out the theory of what practitioners should deliver and the theory
articulating how this should be achieved. For the latter, a substantive IDP was developed. The Engager
manual provides evidence-based guidance for carrying out person-centred and integrated care for
prison leavers. The rich detail in the manual provides agencies with descriptions of what supports to
offer and also how the supports should be delivered to optimise engagement with different people in
differing situations and circumstances. The IDP includes a set of measures detailing how practitioners
should be supported throughout delivery, and this includes having a team supervisor, a meta-supervisor
(i.e. a clinical lead) who takes overall responsibility for the intervention delivery and top-up training,
and MBA top-up training and supervision. The manual, along with a detailed description of the
products used to develop it (e.g. narratives, logic model), and our proposed changes, are available
on the Engager website [URL: www.plymouth.ac.uk/research/primarycare/criminal-justice/engager
(accessed 9 June 2022)].

We documented the developmental processes used to build a theory. Although significant efforts
were made to ensure transparency, it was not possible to document all decisions made in the course
of developing the theory for the intervention. Therefore, owing to the number of data identified and
obtained, and the quality of those data, it is possible that some learning and/or relevant theories were
missed, minimised or overemphasised.

Our trial science work was extensive and in-depth. We incorporated two consensus procedures,
a review of the literature and a significant period of testing to select the most appropriate outcomes
(a process not undertaken by many other programmes). Our pilot demonstrated feasibility in terms of
recruitment, follow-up and trial procedures, and also highlighted that traditional gold-standard trial
methods, such as blinding, can be difficult to manage within a prison context. However, this does not
mean that trials of prison leavers should be avoided.

BOX 3 Key methodological steps in the development of the Engager intervention

Initial programme theory development

l Peer researcher engagement throughout.
l Development of realist- and behaviour change-informed analytic strategy.
l Realist review bringing knowledge.
l Focus groups with populations not covered well in the review.
l Case studies to learn from promising services elsewhere.
l Development of an IDP to enhance implementation.

l A multistep analytical yet flexible system of synthesis of evidence.

Testing and learning from practice

l Realist formative evaluation during feasibility pilot, with rapid feedback and in-depth analysis of

underpinning mechanisms.
l Consensus meeting to agree changes for intervention to go forward to trial.

Learning during the trial and proposing further adaptations

l Quantitative assessment of the extent of delivery and fidelity.
l Broad thematic analysis of implementation barriers and facilitators.
l Multiple in-depth realist individual case studies to determine mechanisms of impact.
l Final synthesis to propose further adaptation and elaboration.

DISCUSSION
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Phase 2: intervention evaluation
The delivery of the trial was a significant logistical achievement. High proportions of people eligible
consented to screening and were recruited to the trial, enhancing generalisability. This achievement
was based on our substantial feasibility work30 and piloting.61 Credit must be given to our motivated
and dedicated team of researchers who worked assertively with flexible operating procedures to
maintain engagement. We successfully followed up 66% of our participants at 6 months, and this is
considered an impressive rate for this population; however, the rate is still lower than that of other
community-based depression studies.25,26

There is currently very little literature on calculating QALYs for people in prison, and this is one of the
first studies, to our knowledge, to collect patient-reported preference-based outcome measures in this
population. We have collected costs across a range of sectors to provide a more complete picture of
where costs fall for people with common mental health problems in prison. Our cost–consequence
analysis allowed us to examine the impact further on in the patient care pathway, including facilitating
access to services, which allowed us to examine the impact of improving access to planned care on
unplanned costs, something not commonly carried out in economic evaluations.

The parallel mixed-method process evaluation, one of the most in-depth completed for a complex health
intervention, was a significant success and was especially important given the neutral trial finding. The
process evaluation not only provided evidence of breadth and depth, and from multiple perspectives
about what was delivered to participants, but also allowed us to hone in on how team dynamics and
underlying beliefs and values affected implementation. Subsequently, this allows us to propose what might
be done to support practitioners further to optimise delivery. Documenting suboptimal implementation,
especially of the MBA and the use of the ‘shared understanding’ formulations, was important for trial
result interpretation and development of future practice.

The realist-informed methods allowed us to interrogate the intervention mechanisms by assessing if
delivering the specified intervention components produced the hypothesised outcomes, and this gave
us insight into how the intervention can have a sustained effect when delivered well. We showed how
consistent delivery across time could lead to several mechanisms being activated, often repeatedly, to
achieve incremental but sustainable change. The process evaluation also enabled us to identify areas
that need refinement in the intervention theory, such as the tools to build a therapeutic relationship
for those who might dismiss the need for support, as well as the importance of developing the therapeutic
skills of practitioners delivering the intervention.

In the process evaluation, our analyses were limited by the completeness of data collection and
longitudinal changes in the context of the intervention delivery across wide geographical areas.
Completeness of data collection was particularly challenging for audio-recordings of practitioner/
participant sessions and of supervision sessions. There was also a lack of data completeness in the
practitioner time logs and session notes. Therefore, greater emphasis was placed on the content of
retrospective interviews than we would have preferred.

The trial had some key limitations. Despite standard randomisation procedures being applied, there
were imbalances between the two arms at baseline, which indicated that people in the Engager intervention
arm were more socially excluded but less emotionally distressed. These differences were controlled for
in the analysis; however, there is a chance that people in the Engager intervention arm may also have
been more criminogenic, but, unfortunately, we were unable to access CJS data (e.g. offending history)
from the Ministry of Justice to examine this (and control for it if needed). In addition, mental health
trials of prison leavers will suffer from the problem that distress is relieved for most prison leavers following
release, making assessments of benefit more complex.

The outcomes selected are potentially the greatest weakness of the trial. The deliberately flexible
intervention, designed to support whatever pathway an individual needed, creates problems for measuring
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small but potentially critical changes for an individual. The weakness was not in our relatively robust
process of selection, but in that there are no outcome measures that have been developed to reflect
nuanced individual, but critical, improvements in response to person-centred complex interventions.
The in-depth cases studies evidenced small changes that were important to, and valued by, participants
and their loved ones; however, these changes were not measurable on the trial outcome measures we
had selected.

The development of an iterative and substantive IDP was not sufficient to achieve consistent intervention
delivery. Intervention participants’ individual circumstances and personalities, and the context within
which Engager practitioners were working (i.e. practitioner illness, staff changes, capacity limitations),
limited the intervention being able to be delivered as hypothesised. Participants in the usual-care
arm reported experiencing meeting with researchers who demonstrated an interest in them and their
lives as helpful and supportive and even referred to this as the ‘Engager intervention’. This degree of
interaction was necessary to ensure the retention rates required by RCT methodologies. However,
receiving proactive follow-up from researchers who were trained in the intervention’s engagement
values to achieve retention rates (i.e. listening without requiring participants to challenge their behaviours)
could be seen as a different and even more palatable intervention. The positive impact of the follow-up
process may have reduced the ability of the trial to show a difference between people receiving the
Engager intervention and those in the usual-care arm.

The intervention resources, as delivered, were insufficient to challenge the wider socioeconomic
determinants that framed the trial participants’ life experiences. Despite generous funding and resources,
the outstanding questions that this programme has not been able to address are as follows:

l Given the overwhelming challenges and disadvantages that this population faces, what would be
required to achieve sustained change for this population?

l Would the costs and resources required for this sustained change be economically prohibitive when
set against wider national crime, victim and societal costs, as well as familial costs (particularly the
legacy for the children of the participants)?

Implications

Considerations for future research
The Engager research programme demonstrated that it is possible to recruit and follow up individuals
with common mental health problems into the community following release from prison in a RCT.
However, the cost per individual recruited and followed up is significant. At trial mid-point three
researchers were required at each site to manage recruitment of final participants alongside follow-ups.
In addition, outcome measures for mental health interventions for individuals with complex needs and,
in particular, individuals in contact with the CJS, need to be selected carefully along with the length
of follow-up. There is a very real question as to whether or not it is possible to measure changes in
outcomes using standard outcome measures for individuals with such great heterogeneity of need.
Therefore, it may be that new outcome measures or systems of measurement need to be developed.
However, it is also uncertain whether or not interventions of a relatively short nature can overcome
years of adversity and maladaptive behaviour.

There were additional challenges to trial integrity. We were not able to ensure that researchers were
blinded. We had a significant proportion of follow-ups located in prison, potentially contributing to bias.
We needed (and had) caring dedicated researchers to achieve follow-up and they were often seen as
helpful by control participants (with some mistakenly believing that they were receiving the intervention).
It is unclear whether or not RCT methodologists can overcome all these challenges when attempting
to evaluate complex interventions delivered within the CJS and, therefore, we suggest that future trials
should allow for creativity alongside rigour.

DISCUSSION
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Alternative methods of research using whole-system approaches, for example focusing on quantification
of access and examining pathways over time, alongside qualitative approaches to understanding the likely
but not definitive effectiveness of various approaches, is an alternative overarching method to the RCT.
Such approaches may also be more easily integrated with system redesign and continuous quality
improvement. Whether using a RCT or alternative methods including routine data, we suggest that
there is sufficient evidence to support an evaluation of the deployment of Engager intervention components
by existing criminal justice, housing and substance misuse services.

Implications for practice and policy
The Engager research programme points to a range of potential implications for practice; however,
given the mixed results, none is definitive.

Mentalisation-based approaches
The MBA and psychological formulation underpinning the shared understanding and plan were
suboptimally delivered, but showed promise. Mentalisation has a good, but still relatively small,
evidence base, and the Engager intervention demonstrated (and evidenced at some points for some
people) the potential for applying the approach flexibly to a population with complex needs outside
the traditional hour-long therapy sessions. The integration of MBA alongside a ‘shared understanding’
formulation showed promise in some of the in-depth cases, indicating an area for further development.
In addition, as has been found in other recent interventions aimed primarily at offenders,62 working as
Engager practitioners led to increased competencies and transferable skills. The research showed that
some practitioners working in Engager support worker roles were able to use mentalisation-based and
formulation-type approaches outside mental health systems. If MBA and other similar psychological
approaches are to be embedded into other service settings, such as housing, substance misuse and
probation, then this needs to be carried out by staff with suitable capabilities and supported by excellent
training and ongoing mental health supervision. It is important to identify the key components of a MBA
that is essential in working with this client group, recognising that development in practice may best be
carried out with in-depth research, including analysis of interactions.

‘Through the gate’ practices
Engager showed that it is possible to consistently carry out practical ‘through the gate’ work, which
would often take most of a day. The working practices used within the Engager programme included
systems for reliably meeting individuals, safely using a car for transport, protocols for leaving
individuals who may still be without accommodation, supporting attendance at two or more meetings
and the use of this work to develop trust for ongoing work or for transfer of trust to other services.

Pre-release work
Pre-release practical and psychological work was perhaps the least successfully delivered component
of the Engager intervention. The process evaluation suggested that pre-release practical and psychological
work was not accepted when it was tried, and often it was only intermittently attempted (especially
for people who were randomised months before release). Practitioners may have been unclear about
the importance of the pre-release practical and psychological work and may not have felt confident
about what to focus on. The Engager programme, therefore, provides little new evidence on how to best
carry out pre-release psychological work, including regarding if focus needs to be placed on developing a
trusting relationship to optimise opportunities for engagement post release. We also found little evidence
of other mental health support occurring in the prison in line with the lack of progress of delivering the
IAPT in prisons, and all of these issues point to the need for a review of psychological support leading up
to release as a whole.

Supervision
Team-based working and supervision was shown to be important. If team-based working and supervision
was not operating effectively, then it contributed to poorly functioning teams and suboptimal delivery
of intervention components, particularly of psychological components. There was also evidence that
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effective team-based formal and informal supervision helped practitioners in this very challenging work.
For example, as well as supporting use of MBA and formulation with individuals who were engaged,
supervision supported decision-making about when not to pursue work that was futile. In particular,
the Engager supervision structure of having the mental health supervisor not just providing supervision
through discussion, but also often seeing individuals and leading a team of professionally unqualified
practitioners, is a model that is aligned with national clinical policies and shows promise.

Supporting mental health care within other services for individuals with
complex needs
In our view, training existing probation and third-sector staff to deliver the core Engager psychological
functions provides the most promising avenue for policy development. These staff, already commissioned
to carry out the practical support of resettlement, and often providing emotional support informally,
would need additional supervision from mental health experts. A model of embedding mental care into
existing non-health teams for individuals with complex needs is the opposite of the current practice
of aiming, but nearly always failing, to secure an onward pathway to standard mental health services.
It is, however, in keeping with current policies being developed for community mental health provision,
which aim to address inequities across voluntary and community sectors and primary care, breaking
down barriers between teams, as well as supporting positive mental health function across the system.

High-quality delivery of the mental health functions within existing services offers the possibility of a
whole-system person-centred response for individuals with enduring complex needs and one that is
substantially less expensive than the stand-alone Engager team with caseloads of 10–12 individuals.
If just a few prison sentences could be avoided, then provision of mental health care in this integrated
way could be cost-effective.

Conclusions

The Engager research programme allowed for substantial theoretical development and trial science
work, building up to a fully powered trial, cost-effectiveness evaluation and an exemplar in-depth
multimethod process evaluation in an area of health care that has very limited previous research
and development. The Engager research programme saw the realist-informed development of a
comprehensive evidence-based complex intervention for prison leavers with mental health problems,
which was underpinned by a person-centred approach and supported by a flexible team-based delivery.

Although the Engager intervention, as delivered, was shown not to be effective using standard mental
health trial outcome measures, conclusions are not straightforward. The weakness in measurement
of improvement for personal goals is a weakness of current methodology for complex intervention
evaluation. Our in-depth process evaluation showed that, although implementation problems may
also have contributed to the neutral result, when delivered well, there was activation of mechanisms
that produced short-term outcomes, such as engagement and emotional competencies, which we had
hypothesised. The delivery of MBA and the ‘shared understanding’ were both particularly challenging
to achieve, but were also both shown to be potentially critical for the generation of such outcomes.
Other promising elements included the through-the-gate function and team-based supervision.
Overall, although investing in new stand-alone Engager teams is not justified by the results, we
conclude that it is worth testing whether or not core aspects of the intervention could be delivered
by existing substance misuse, probation and homeless services, if supported by supervisors with skills
in psychological therapy.
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