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Abstract

Background Suicide is the leading cause of preventable death in prisons. Deaths from suicide in prison are signifi-
cantly, and persistently, elevated compared to those living in the community. Psychological therapies have been
shown to be a potentially effective means of alleviating suicidal thoughts, plans and behaviours, but patients located
in prison often have no access to evidence-based psychological interventions targeting suicide. The objectives of this
programme of research are to investigate the clinical and cost effectiveness of a new psychological therapy pro-
gramme delivered to male prisoners at risk of suicide.

Methods The PROSPECT trial is a two-armed single blind, pragmatic, randomised controlled trial and will recruit a tar-
get sample size of 360 male prisoners, identified as at-risk of suicide, across 4 prisons in the North of England. Partici-
pants will be randomised to receive a psychological talking therapy (Cognitive Behavioural Suicide Prevention, CBSP)
plus treatment as usual, or treatment as usual alone. Co-primary outcomes (Suicide Ideation and Suicide Behaviours),
as well as related secondary outcomes, will be assessed at baseline and at 6-months follow-up. An intention to treat
analysis will be conducted with primary stratification based on prison site and lifetime history of suicide attempt (yes/
no). A nested qualitative process evaluation will investigate the nature and context in which the intervention is deliv-
ered, with specific focus upon the facilitators and barriers to the implementation of the therapy within prisons.
Discussion The key outputs from this trial will be to determine whether a psychological therapy for suicidal prisoners

is clinically and cost effective; and to generate a project implementation platform that identifies how best to imple-
ment the new intervention across the broader prison estate.

Trial registration ISRCTN (reference ISRCTN 14056534 https://www.isrctn.com/ISRCTN14056534; 24th September
2021). Registration confirmed prior to participant recruitment commencing. Modifications to protocol are listed
on the study website at ISRCTN.
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Background

The World Health Organisation estimate that more than
720,000 people die by suicide every year, and there are as
many as 30 times more who attempt suicide [40]. Dur-
ing the last thirty years, the total number of deaths from
suicide across the world has persistently increased by
over 6% [63]. Within England and Wales, approximately
6000 suicides are registered every year [69], which corre-
sponds to a suicide rate of 11 per 100,000 people. Suicide
is the fifth leading cause of death amongst men and the
third leading cause of death among 15-29 year olds [94],
and yet suicide is preventable.

The problem to be addressed in the proposed pro-
gramme of research is suicidal behaviour, including
suicide attempts, as this has serious psychological con-
sequences including increased risk of subsequent sui-
cide behaviour and death [6, 9]. Already elevated relative
to community samples, the rate of suicide behaviour in
prison has doubled within the last 10 years. The number
of suicidal behaviours in prison reached an exceptional
high of 70,875 incidents in the 12 months to December
2023, up 20% from the previous year [60]. Death from
suicide is six times more likely in prison [30] with pre-
vious suicide behaviour associated with an eightfold
increase in risk [29].

The medical and economic costs of suicidal behav-
iour are profound, with an esimated total cost of suicide
to the economy across the UK in 2022 estimated to be
£9.58billion [78]. Nevertheless, this cost can seem small
in comparison to the ‘intangible costs)the grief, anger
and abandonment of family and friends, and the lost
potential of lives cut short (Harris Review, 2015; [53]).
This issue has become particularly pertinent to the UK
National Health Service (NHS) following the transfer of
responsibility for prison healthcare services to the NHS
in April 2006. Prisons, working with their NHS commis-
sioned partners, are responsible for protecting the health
and safety of their inmate populations and the failure to
do so attracts considerable media and political interest,
and can be open to legal challenge (e.g. [82]). Compared
to community patients, prisoners often present with a
greater complexity of needs, including mental health
problems, harmful risky behaviours, and socio-economic
adversity and exclusion. Prisons predominately incarcer-
ate the most marginalised and deprived people in our
society [61].

The development of new evidence-based, suicide
behaviour preventive interventions in prisons is high-
lighted as a priority within UK national suicide preven-
tion strategies [20, 21] and yet the problem has only
worsened over recent years. This is in stark contrast to
the increasing public and social concern over prisoner
suicides. (e.g. [72]). Improving the health of individual
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prisoners has a number of broader public health impli-
cations. The most important of these is that prisoners
are often from, and return to, marginalised populations
that have poor access to healthcare in the community.
Prisoners and their families are a significant part of the
socially excluded population [79, 92]. Periods of incarcer-
ation, therefore, offer important opportunities for treat-
ment interventions. Taking advantage of this opportunity
stands to benefit not only the prisoners themselves, but
also the larger public health arena as well as producing
downstream savings in other publicly funded services.

International and national policies emphasise impris-
onment as offering significant potential to address the
pre-existing unmet health needs of this ‘hard to reach’
sector of society and enhance access to interventions
aiming to reduce the risk of suicidal behaviour (DH,
2007; [50], [93]. While HM Prison and Probation Service,
working with the NHS, has implemented a comprehen-
sive, multifaceted suicide prevention approach, it has yet
to systematically deliver any evidence-based psychother-
apies targeting suicide behaviour, an omission due largely
to the dearth of evidence-based therapies.

When developing new guidelines for mental health
provision to adults in contact with the UK criminal jus-
tice system (NG66), the National Institute for Health and
Care Excellence (NICE) could identify only one previ-
ous treatment study, from across the global literature,
focussed upon the prevention of suicide behaviour in
prison, which was judged to be of very low quality. As
such, no recommendations could be made for how pris-
oners at risk of suicide should best be treated, and the
development of a better understanding of and preven-
tative treatment for suicide behaviour within prisons
have been called for [66]. These guidelines emphasise
that the provision of effective psychological interven-
tions for the management of mental health problems and
suicide behaviour is likely to improve survival and qual-
ity of life for prisoners. If left untreated, these problems
were considered likely to get worse and require subse-
quent treatment in more resource-intensive settings,
such as secondary care or require expensive crisis care.
Also, once released back into the community, untreated
service users are likely to have repeat interface with the
criminal justice system and healthcare services, because
their problems are likely to be getting even worse. All of
the above are likely to result in a significant increase in
healthcare, social care and criminal justice sector costs
[66].

Improving access to psychological treatments is a UK
government priority with some psychological approaches
particularly effective in the reduction of suicide behav-
iour. In their meta-analysis, Tarrier, Taylor and Good-
ing [84] found psychological therapy directly targeting
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suicide behaviour, relative to usual treatment, had an
overall positive effect on suicidal behaviours (combined
Hedges g=-0.59, p<0.001, 95%CL: —-0.81 to -0.37).
However, this evidence was restricted to community
patients and there are substantial differences between
community and prison environments. Social climates
in prison are characterised by a necessary focus upon
security (rather than care), with restrictive treatments
delivered by under-resourced healthcare teams amidst a
prisoner culture where help-seeking is seen as vulnerabil-
ity to be exploited (Pratt et al., 2016). Prisoners have lim-
ited access to psychological therapies targeting suicidal
behaviour often due to organisational or professional
boundaries. Prison and healthcare staff may not believe
that they have the necessary skills to deal with the needs
of suicidal prisoners and therefore may not be willing to
offer treatment. Ex-offenders have expressed a strong
desire for more ‘taking therapies’ for vulnerable prison-
ers, with a preference for a pragmatic, solution oriented
approach to the use of emotional regulation techniques
and overcoming suicidal thoughts and behaviours -
views much aligned with the academic literature [48, 68,
71, 75].

Psychological therapies can be criticised for describing
a range of principles and techniques, only some of which
are optimal in reducing suicidal behaviour. We have
addressed this issue by developing a theoretically based
psychological model of suicide behaviour that speci-
fies the precise mechanisms to target within a suicide
prevention psychotherapy [34, 47, 73]. Informed by this
theoretical and empirical work, we have developed and
manualised an individualised talking therapy interven-
tion, Cognitive Behavioural Suicide Prevention (CBSP),
which aims to address and amend the key aspects
described by our psychological model. The feasibility of
delivering CBSP therapy has already been piloted in the
community with people experiencing psychosis [83], and
mental health inpatients [36].

In order to generate preliminary support for the feasi-
bility of improving access to a psychologically informed
suicide behaviour prevention programme for prison-
ers, a pilot trial of CBSP therapy with a small sample of
62 prisoners at risk of suicide was conducted [74]. This
study revealed a substantial proportion of previous sui-
cide behaviour within the sample, with only nine (15%)
participants self-reporting no lifetime history of a suicide
attempt, whereas 35 (57%) had previously attempted sui-
cide on repeated occasions. In terms of treatment accept-
ability, of 276 therapy sessions offered to participants,
only 16 (5.8%) were refused, with an average of nine ses-
sions attended per participant. It is not uncommon for
attrition from prison-based trials to be over 50% (e.g. [8,
70]), nevertheless, with sufficient research staff available
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to maintain regular contact with participants, we were
able to support and maintain participant motivation
resulting in an attrition rate of only 30%.

Whilst this small study was not sufficiently powered
to provide any definitive comment on efficacy, analyses
indicated that, relative to controls, the therapy group
tended to engage in fewer suicidal behaviours (treatment
effect=-0.72, se=0.47, 95%CIL: —1.71 to 0.09). Whilst
not statistically significant, this result provides an indica-
tion of the potential promise offered by CBSP therapy.

As recognised within the NICE guidelines for mental
health of adults in contact with criminal justice system
[66], significant and substantial adaptations to commu-
nity interventions are required because prisoners experi-
ence significantly higher levels of psychiatric morbidity,
inferior access to care and worse outcomes than the com-
munity [45]. Prison-based interventions need to recog-
nise the contextual stressors of imprisonment and their
impact upon this vulnerable group. Ways of working
with prisoner patients must be adapted to the needs and
abilities of this specific client group. Prisoner treatment
programmes have been shown to be most effective and
acceptable to patients when there exists open, warm and
enthusiastic communication between the staff and pris-
oner [24]. Nurturing and maintaining prisoners’ motiva-
tion and willingness to engage in psychological treatment
warrants significant attention, beyond that would be
typically required for community samples due to the
heightened levels of suspiciousness and hypervigilance
that become adaptive within prison settings (Pratt et al.,
2016). To establish the necessarily therapeutic relation-
ship between the prisoner and practitioner, a substantial
level of trust and emotional investment is required from
the prisoner [17]. Prisons can be extremely dangerous
places from which there is no exit or escape. Prisoners,
therefore, need to learn quickly and become aware of the
potential dangers within their environment. They learn
to become hypervigilant of any possible indicators of
personal threat or danger. In order to maintain personal
safety and integrity, this can result in an individual adap-
tively becoming distrustful of others and suspicious of
others’ intentions. A hypervigilant, distrusting individual
may also benefit from projecting an image of themselves
as 'tough’ or ’hard’ since this reduces the likelihood of
them being dominated or exploited by other prisoners
[55]. Furthermore, to protect oneself from victimisation
from other prisoners, an individual may feel the need to
suppress their emotional responses to internal and exter-
nal environmental events. Some prisoners can become
emotionally over-controlled and develop a "prison mask"
that is unrevealing and impenetrable in order to ensure
they are not seen as weak and vulnerable [37]. Whilst
this interpersonal style may be adaptive and helpful to
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the prisoner in coping with imprisonment, it can present
a challenge to both the practitioner and prisoner client
aiming to engage in psychological therapy [73].

Studies involving samples of men who have previously
attempted suicide have consistently found that establish-
ing the trust and respect of mental health professionals
is fundamental to men’s initial and ongoing engagement
with healthcare services [48, 71, 75]. Many prisoners have
little, if any, previous involvement with health services
either in prison or in the community. As such, many pris-
oners commencing psychological therapy have little idea
of what to expect. The approach taken to engaging pris-
oners in psychological therapy needs to be mindful of this
lack of experience. Even the use of vocabulary commonly
accepted within community settings may not be appro-
priate, or even off-putting, to prisoners. We have found
the use of the word ’therapy’ to be a case in point here.
Within our pilot trial [74], we moved to offering prison-
ers a place on a new 'programme’ to help people improve
how they cope with suicidal thoughts and feelings whilst
in prison. The word 'programme’ was more acceptable to
prisoners since it was often used to describe a number of
other activities available to them, e.g. educational pro-
grammes (e.g. literacy and numeracy skills), vocational
programmes (e.g. bricklaying, plastering) and offending
behaviour programmes (e.g. enhanced thinking skills).

Additionally, given that almost all prisoner suicides
are male [60], the gender-specific help-seeking atti-
tudes and behaviours of male prisoners need to be
taken into account when providing access to treatments.
Male suicide has been linked with conformity to tradi-
tional (hegemonic) masculine norms [80]. To be seen as
strong, resilient, and in control has been identified as a
key practice of westernised masculinity [67]. Experienc-
ing suicidal ideation and the associated psychological
and emotional distress can often leave the person feel-
ing weak, powerless and vulnerable. Such problems have
been theorised to be “incompatible” with masculine ide-
als and norms [14, 26], thus maintaining the distressing
suicidal experience. Some men have justified their deci-
sion to seek help by challenging unhelpful perceptions
and reframing what it is to “be a real man” [80]. Asking
for help, which is viewed by many male prisoners as a
“feminine” behaviour, has to be re-evaluated into a brave,
rational and practical decision, necessary to re-establish
control over one’s life and safeguard survival [48, 68].

Many prisoners struggle with accurately interpreting
and controlling emotions [66], which can limit their abil-
ity to meaningfully engage in therapeutic activities [10].
In this context, intense but vague sensations of distress
can give rise to dysfunctional and destructive behaviours
[88], including suicide behaviours (Levi et al., 2008).
Prisoners are prone to emotional hijacking [32] whereby

Page 4 of 24

there is a tendency to act impulsively whilst experiencing
difficult and conflicting emotions with access to rational
behaviour and problem solving becoming problematic
[43]. Nurturing improved articulation and management
of emotions (i.e. emotional intelligence) may enable an
individual to find the words to construct a personal nar-
rative to explain, and then begin to understand, difficult
and painful experiences within their life.

The fundamentally important first step of offering dedi-
cated support to cultivate trust in the practitioner and
nurture emotional intelligence is missing from existing
suicide behaviour prevention interventions developed
for community-based patients. Within our pilot trial of
CBSP therapy for male prisoners [74], the majority of
participants allocated to the treatment arm required sub-
stantial ‘pre-intervention support’ in order for the nec-
essary open, warm therapeutic relationship to develop.
We identified the need for a further modification to
the standard delivery of CBSP therapy. Within the cur-
rent programme of research, we refined the content and
resource required for a ‘preparatory phase’ to support
patients to better utilise and therefore respond to the
subsequent CBSP phase of therapy. As such, the new
PROSPECT therapy programme comprised of (i) a pre-
paratory phase, followed by (ii) a CBSP therapy phase.
The preparatory phase focuses upon developing trust
between the prisoner and practitioner, promoting moti-
vation for therapeutic engagement and nurturing emo-
tional intelligence. This is followed by the delivery of
CBSP therapy driven by a theoretically-informed formu-
lation of the patient’s suicide behaviour.

Here we describe a protocol to evaluate the PROSPECT
programme, with two important issues to be established.
Firstly, we need to know whether the new PROSPECT
programme represents a viable first choice treatment for
vulnerable prisoners. And secondly, we need to establish
the clinical effectiveness of this treatment delivered to a
‘hard-to-reach’ patient group within a challenging envi-
ronmental context. Demonstrating the effectiveness of
the PROSPECT programme for suicidal prisoners has
the potential to increase the range of cost-effective treat-
ments for the large number of vulnerable prisoners for
whom evidence-based therapies are severely limited [66].

Objectives

The objectives of this pragmatic randomised controlled
trial are to investigate the clinical and cost effective-
ness of the manualised PROSPECT therapy programme
delivered by trained psychological practitioners to male
prisoners at risk of suicide. The primary research ques-
tion asks “Is the PROSPECT therapy programme more
effective than usual treatment for suicidal male prison-
ers in terms of the hierarchically ranked multiple primary
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outcomes of (a) suicidal ideation, planning and intent
over the last week and (b) the number of occurrences
of suicidal behaviour during 6 months from randomisa-
tion?” Secondary objectives are to assess (i) whether the
PROSPECT therapy programme is more effective on
secondary outcomes including: future suicide potential,
suicide related cognitions (hopelessness, defeat, entrap-
ment), depressive symptoms, general psychopathol-
ogy and personality difficulties; (ii) what is the effect of
exposure to specific ‘doses’ of the PROSPECT therapy
programme where exposure is measured by number of
therapy sessions attended, and compliance with treat-
ment; and (iii) is the PROSPECT therapy programme
cost effective compared to usual treatment for suicidal
male prisoners?

Methods/Design

Trial Design

The study is a two arm Phase III single-blind randomised
controlled trial (RCT) of the PROSPECT therapy
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programme, in addition to treatment as usual (TAU). To
provide opportunity for further iterative development of
the PROSPECT therapy programme, we will conduct a
6-month internal feasibility study at the start of the trial.
We will evaluate recruitment in months four to six, to
allow for a three-month set up period, and expect to be
recruiting a minimum of four participants per month,
per site. A pause in recruitment will take place to allow
the independent Programme Steering Committee (PSC)
to assess recruitment rate and to allow for refinement of
participant approach and consent process. See Fig. 1 for
Trial Flow Chart.

Study Setting

The trial will be undertaken within four host prisons
located within the UK geographical regions of the North-
west (NW) and Yorkshire and Humber (YH). This trial
will be positioned within that part of the prison sys-
tem where the largest numbers of incidents of suicidal
behaviour occur. The majority of incidents of suicidal

Assessed for eligibility and invited
to participate

Consent taken

(n=670)

Excluded (50%):

e Fail to meet inclusion criteria

e Decline to participate
e To minimise risk to researcher

Baseline Assessment (0 months)
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(n=360)

¥
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(n=180)

l

Lost to follow up (30%)
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Complete 6-month Assessment
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(n=125)

Fig. 1 Trial flow chart
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behaviour are reported for sentenced prisoners for whom
two thirds of incidents occur [41].

Referrals and Retention of Participants

Within the feasibility trial, the host prison held a capac-
ity of 1238 prisoners, and a referral rate of 12—15 eligible
participants per month was achieved [74]. Consequently,
to meet the target number of 670 referrals, recruitment
will be undertaken in four prison sites whose combined
prisoner capacity totals almost 4000 prisoners. To pro-
vide assurance that sufficient numbers of eligible prison-
ers will be available for screening, indications have been
provided from each of the host prison sites to quantify
the number of prisoners likely to be eligible for screen-
ing. Two of the larger prisons (NW1 and YH1) estimated
there will be approximately 40—50 prisoners per month at
each prison who are eligible, whilst at the smaller prisons
(NW2 and YH2), there will be approximately 20-25 pris-
oners per month at each prison likely eligible for screen-
ing. These figures equate to a combined pool of 120-150
eligible prisoners per month across the four prisons.
Therefore, a 21-month recruitment period should enable
the identification of approximately 360 potential partici-
pants meeting eligibility criteria.

Whilst prisoner transfers would be expected to be pre-
dictable, an established working practice within many
prisons to maintain the security of their establishment
is to transfer prisoners around the national estate with
very little, if any, prior notice provided to the prisoner. To
minimise the impact of this working practice upon this
RCT, all participants will consent to being subject to a
‘holding order; which will require them to remain within
the host prison for the duration of their participation in
the trial. Also, at the baseline assessment, participants
will provide details of how to contact them should they
be released during participation in the trial. This may
include consent for the researchers to make contact via
any organisation (e.g. National Probation Service) the
participant may be engaging with. The introduction of
Community Rehabilitation Companies [58] will mean
that all participants will have supervision in the commu-
nity and it is anticipated that this will reduce the num-
ber of participants lost to follow-up. Whilst the numbers
of participants falling into this category are expected
to be small due to the eligibility criteria, a post-release
follow-up procedure is in place to minimise predictable
attrition. Similar follow-up assessments will also be con-
ducted with those participants that are transferred out of
the host prison to another prison. Using a similar strategy
as described for released participants, the research team
will endeavour to make contact with the participant soon
after the transfer and update any contact information
accordingly. At this contact, the Researcher will arrange
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a follow-up assessment interview which will take place at
the participant’s new prison, where possible.

We recognise that the atmosphere in many prisons can
be chaotic due to unpredictable transfers, increased use
of seclusion, victimisation, etc. Such real-world issues
could affect the recruitment and subsequent follow up
of a large sample of prisoners, as proposed by this study.
The trial’s recruitment strategy is grounded within an
awareness of such a landscape and so the recruitment
targets stated are realistically achievable.

Eligibility Criteria
The inclusion and exclusion criteria stated below were
refined during the feasibility trial [74] to maximise real
world applicability to the individuals comprising the pris-
oner population who are identified to be at risk of suicide
and seeking a psychological intervention. The inclusion
criteria are (i) person sentence to imprisonment in a male
prison, (ii) aged 18 years or over, (iii) at current risk of
suicide behaviour as indicated by currently being on the
host prison’s ACCT system, or on the ACCT system
within the four weeks prior to consent, (iv) able to com-
plete a brief battery of self-report measures with breaks
if needed, and (v) willing to consent to being subject to
a ‘holding order’ to require them to remain within the
host prison for the duration of their participation in the
trial. The exclusion criteria are (i) planned release within
the next 9 months, (ii) insufficient knowledge of English
to enable adequate participation in the assessment pro-
cess, (iii) deemed by prison staff to be too dangerous/ele-
vated risk of harm to the researcher, and (iv) considered
by researcher to be lacking capacity to provide informed
consent, according to the British Psychological Society’s
code of human research ethics.
(http://www.bps.org.uk/sites/default/files/documents/
code_of human_research_ethics.pdf).

Participant Recruitment

Previous feasibility trials [74, 83] enabled the develop-
ment of a recruitment strategy that proved acceptable
and effective, which informed the strategy for the current
trial. To launch the study at each site, all governor-grade
staff will be invited to a brief meeting to talk about the
study. Additionally, information about the study, includ-
ing eligibility criteria, will be distributed to all prison staff
via email, team briefings, and other existing dissemina-
tion channels deemed appropriate by the host prison
governor. In addition to the launch events, the research
team will seek to ensure continuing commitment to sup-
porting the trial is maintained by the prison governors.
Senior management support for this trial is crucial in it
achieving success, and this shall remain a high priority
issue for the research team throughout the trial. Regular
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communication between the prison governors and the
Chief / Principal Investigators will be ensured through
project briefings and attendance at Senior Management
Team meetings at each host prison.

Participant identification and initial approach

Each host prison holds a list of prisoners who are, or who
have recently been, cared for under the ACCT system
[57]. The research team will work with the Safer Custody
link person in each of the four prisons to identify poten-
tial participants who meet the eligibility criteria. Previ-
ous research has highlighted that successful recruitment
in prisons tends to be associated with friendly, respect-
ful, face to face approaches made at the cell door by
enthusiastic researchers; it is generally unacceptable for
prison staff to be used as gatekeepers as this could bias
recruitment [51]. However, members of the research
team should not have access to confidential information
about potential participants prior to obtaining consent.
To address this, the research team will be informed of
potential participants who have expressed in interest in
being approached. However, individual prisons operate
differently and this can impact upon how potential par-
ticipants are approached. Therefore, the research team
will work flexibly with the individual prisons to develop
an effective and safe protocol for approaching potential
participants.

Consent and eligibility
After an expression of interest has been received, the
researcher will make the initial approach. This approach
will be made verbally and then, if interested, the Par-
ticipant Information Sheet will be supplied as well as
an opportunity for further discussion. Potential partici-
pants will be offered a minimum of 24 h to consider the
information and whether they would like to take part in
the study. Showing sensitivity to reduced literacy lev-
els in this population, the researcher will informally
gather information about participants’ reading abil-
ity from prison staff prior to making the approach. The
researcher will offer to read the PIS aloud to the partici-
pant, or, when appropriate, the participant can read the
PIS themselves. The researcher will check that the poten-
tial participant meets the eligibility criteria, including
their willingness to be to be subject to a ‘holding order’ to
remain in their host prison for the duration of their par-
ticipation in the trial. After adequate time has been given,
all queries have been addressed and the research team is
confident that the potential participant understands the
trial and all requirements, they will be consented into the
trial.

Consent will be taken by a member of the trial team
who has completed Good Clinical Practice (GCP)
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training, is suitably qualified and experienced, and who
has been delegated by the PI to undertake this activity
(and this delegation is clearly documented on the delega-
tion log). Participants will provide written consent prior
to any trial-related procedures being undertaken. If the
researcher reads the PIS and consent form to the partici-
pant then another member of staff will witness that the
full PIS and consent form have been read aloud to the
participant. In these instances, there is a space on the
consent form for the witness to also sign. The original,
wet-ink signed copy of the participant information sheet
and consent form(s) should be retained in the Investiga-
tor Site File. Copies of the completed form will be given
to the participant and the prison GP.

If new safety information results in significant changes
in the risk/benefit assessment, the participant infor-
mation sheet and associated consent form would be
reviewed and updated if necessary. If the participant
information sheet and consent form are updated, all par-
ticipants (including those already being treated), would
be informed of the new information, given a copy of the
revised documents and asked to re-consent to continue
in the trial.

The study will involve vulnerable individuals since the
sample will be drawn from the prisoner population and
some of its participants may have ongoing mental health
problems and/or suicidal ideation. The provision of par-
ticipant informed consent and no sense of coercion is
paramount, and the research team involved in this trial
will be careful to explain all aspects of the study to partic-
ipants in order to ensure that they understand what will
be asked of them. If the researcher has any doubt over a
participant’s capacity to consent, the participant will be
excluded from the study. Given the unique problems of
gaining consent in a custodial setting, extra emphasis will
be given to the potential participants’ rights to consent/
not to consent and also their right to withdraw at any
time, without the need to give a reason for doing so, free
of any coercion or negative consequences/ access to ser-
vices or privileges. If participants do withdraw consent to
continue in the study, any information already given by
the participant will remain part of the research provided
they agree. If participants withdraw consent to continue
in the study and withdraw consent for their data to be
used in the study, then their data will be removed from
the final analysis.

Patient registration/randomisation procedure

Immediately following consent and completion of base-
line assessments, eligible participants will be randomised
to one of the two intervention arms (PROSPECT pro-
gramme plus TAU or TAU alone). A web-based ran-
domisation system will be designed, using the Clinical
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Trials Unit’s (CTU) bespoke randomisation system. The
randomisation system will be created in collaboration
with the trial analyst/s and the CI and maintained by the
CTU for the duration of the project. It will be hosted on a
dedicated server within the CTU. The CI or delegate will
request usernames and passwords from the CTU. Sys-
tem access will be strictly restricted through user-specific
passwords to the authorised research team members. It
is a legal requirement that passwords to the randomisa-
tion system are not shared, and that only those author-
ised to access the system are allowed to do so. If new
staff members join the study, a user-specific username
and password must be requested via the research team
from the CTU and a request for access to be revoked
must be requested when staff members leave the project.
Study site staff experiencing issues with system access or
functionality should contact the CI or delegate (e.g. Trial
Manager) in the first instance.

Participant initials and date of birth will be entered
on the randomisation system, NHS number, email
addressed, participant names and addresses and full
postcodes will not be entered into the randomisation
system. No data will be entered onto the randomisation
system unless a participant has signed a consent form to
participate in the trial. Randomisation will be undertaken
by recruiting site staff, by authorised staff logging onto
the online randomisation system. A full audit trail of data
entry will be automatically date and time stamped, along-
side information about the user making the entry within
the system.

The research team will undertake appropriate reviews
of the entered data, in consultation with the project
analyst for the purpose of data cleaning. No data can
be amended in the system, however the CI or delegate
(e.g. Trial Manager) may request the CTU to add notes
against individual subject entries to clarify data entry
errors. Upon request, the CTU will provide a copy of
the final exported dataset to the CI in.csv format and the
research team will onward distribute as appropriate.

Randomisation will be at the level of the individual
using the method of block randomisation with randomly
varying block size stratified by prison site (NW1, NW2,
YH1, YH2) and previous suicide attempt (No, Yes).

Methods to protect against sources of bias

The following measures will be put in place to protect
against potential sources of bias. An independent third
party will perform the randomisation of participants
to the trial arms which protects against allocation bias.
Randomisation will take place only when potential par-
ticipants have consented to participate and baseline
data has been collected and data entered onto the eCRFE.
Researchers performing the assessments will be blind as
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to the participant’s treatment allocation with precaution-
ary strategies employed to prevent the researcher from
becoming unblinded which will include (i) practitioners
to consider room use and diary arrangements in light of
potential breaks of masking; (ii) participant reminded by
researcher not to talk about treatment allocation, and (iii)
researcher to be prevented sight of participant’s full clini-
cal notes until final assessments have been completed.
In order to maintain the blind, therapy only assess-
ments will be undertaken by the practitioners delivering
the intervention and recorded on separate eCRF which
will not be accessible or visible to the researchers. Blind
breaches and potential blind breaches will be recorded
and monitored and where possible another researcher
will undertake follow-up assessments in replacement of a
researcher that has become unblinded. All variables have
been defined prior to the RCT taking place. Intention-to-
treat analyses will be used. Participant throughput will be
recorded, e.g., reasons potential participants opted not
to participate. Reasons why participants dropped out of
the trial will be recorded, if available. The CTU will set-
up and manage electronic data capture for all RCT data
required for analysis. The research team will undertake
appropriate reviews of the entered data.

Sample size calculation

We use an approach based on a simple t-test for the
between group comparison in the primary outcome
which is specifically designed to account for differen-
tial clustering or partial nesting between the two arms.
It is implemented in —clsampsi- in Stata. This approach
requires the following assumptions:

« Effect size: We have powered our trial on the basis of
clinical superiority compared to treatment as usual,
and will conduct our analysis accordingly. We have
powered to detect a standardised effect size of 0.36.
This equates to an approximate mean difference of
3.9 in the primary outcome (Beck Scale for Suicide
Ideation, BSSI) or 60% reduction in SB using esti-
mates derived from our pilot RCT [74].

« Practitioner number: From our planned staffing of
4 practitioners at any one time, we have allowed for
7 practitioners to be used during the course of the
whole trial (to account for practitioners leaving and
being replaced). This also helps to improve the gen-
eralisability of the trial. We allow for a variance in the
number of participants seen per practitioner (i.e. that
this follows a Poisson distribution).

+ Clustering: We account for differential clustering of
7 practitioners over trial duration in treatment plus
TAU arm, average number of patients per practi-
tioner of 18 and ICC=0.01. No prior estimate of the
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ICC is available, but we consider this a conservative
estimate to what is typically found in psychotherapy
trials. We will include pre-specified prognostic varia-
bles for the outcome in our analysis models to further
reduce the ICC. This approach is robust to observed
increases in ICC as the number of practitioners (clus-
ters) increases. For the calculation, we consider the
control arm as clusters of size 1 with ICC=0.

+ Power: We assume a conservative baseline-endpoint
correlation of 0.6 (0.6 in pilot, 95% CI 0.4—0.7), a two-
sided significance level of 0.05 and statistical power
of 90% with equal allocation to two arms. Given these
assumptions, an analysis set of 250 (125 per group)
has 80% power to detect an effect size of 0.36. Power
will be increased by inclusion of baseline covariates
where possible.

+ Attrition: Although attrition rates for prison-based
trials can be over 50% (e.g. [8, 70]), our pilot trial
was sufficiently resourced to enable research staff to
maintain regular contact with participants, resulting
in an attrition rate of 30%.

To achieve a target sample size of =250, and account-
ing for expected attrition of up to 30% [74], a total of 360
participants will be recruited with recruitment split in
proportion to the prison capacity of each of the host sites.
According to our pilot RCT, we can also estimate 40% of
people will decline to take part and a further 10% will be
excluded for security reasons, therefore approximately
670 potential participants will be screened to determine
eligibility (see Fig. 1).

Trial Interventions

The trial interventions described below have been speci-
fied according to existing policy and procedure [57] and
the original treatment protocols [73],Tarrier et al., 2013).
The delivery of the PROSPECT programme components
will be regularly monitored using audio recordings of
therapy sessions.

Treatment As Usual (TAU) Participants randomised
to the TAU group will receive the standard care accord-
ing to national and local service protocols and guidelines.
HM Prison and Probation Service (HMPPS) supports
prisoners identified to be at risk of suicidal behaviour
using a care-planning system called the Assessment, Care
in Custody, and Teamwork (ACCT) system. On any one
day, over 2000 prisoners in England & Wales are identi-
fied under the ACCT system [59]. Typically, individual
prisoners receive a risk assessment when a potential risk
to self is first identified by staff, which then informs a risk
management plan of how to keep the individual safe (e.g.
levels of monitoring and observation). Additionally, a
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referral may be made to the prison’s Mental Health Team
that can offer psychosocial assessments, pharmacological
therapies and nursing support. Treatment as usual will
also include routine care provided by the prison’s general
practitioner. The prison GP will be informed that the par-
ticipant is taking part in the trial and the nature of the
study.

The PROSPECT Programme In addition to TAU, partic-
ipants randomly allocated to the PROSPECT programme
group will also receive access to a targeted psychological
therapy for suicidal male prisoners. The PROSPECT pro-
gramme is a structured, time-limited, manualised psy-
chosocial intervention developed to treat male prisoners
experiencing suicidal ideation and behaviour [73, 83].
The focus of the PROSPECT programme is informed by
empirical work that has tested a theoretically-informed
psychological model of the mechanisms underlying sui-
cidal thoughts and behaviours amongst prisoners [34,
74]. The PROSPECT programme comprises of a prepara-
tory phase, followed by a CBSP phase.

Preparatory phase The preparatory phase focuses upon
developing open, warm and enthusiastic communication
between the practitioner and participant, a key require-
ment for the necessary trusting therapeutic relationship.
Supplemented by self-help resources, the practitioner
will encourage the participant to reflect upon their moti-
vation for engagement in the PROSPECT programme
and clearly delineate preferred outcomes following ther-
apy. The practitioner will also support the participant to
develop an understanding of their previous experiences
of suicide ideation and behaviour and collaboratively for-
mulate key areas for intervention.

CBSP phase According to our Schematic Appraisals
Model of Suicide (SAMS; [47]), the CBSP phase directly
targets (i) information processing biases, (ii) appraisals,
and (iii) a suicide schema, since these are the psychologi-
cal processes that trigger and maintain suicidal thoughts
and behaviour. Additionally, CBSP has demonstrable
potential to address the interactions between clients’
imported vulnerabilities and the toxic prison environ-
ment that can culminate in suicidal thinking and behav-
iours. CBSP draws from established clinical techniques
to restructure the three aspects of the SAMS model,
including the use of techniques to encourage participants
to evaluate appraisals of themselves, their situation and
their future, as well as the use of behavioural techniques
to identify and rehearse more helpful responses to dis-
tressing situations.

Duration of the PROSPECT Programme Commenc-
ing after randomisation, delivery of the PROSPECT
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programme consists of up to 20 therapy sessions, deliv-
ered across a 6-month therapy window, with each 1:1
therapy session typically lasting 30 to 60 min. As shown
in the PROSPECT Therapy Session Planner (see Fig. 2),
the initial preparatory phase takes place over the first 6
sessions, with the CBSP phase delivered from session 6
through to session 20. This session planner should only
be seen as a guide for the practitioner, with differences
expected across patients as delivery is tailored according
to individual needs. Nonetheless, specific sessions will be
dedicated to the required tasks/techniques within both
the preparatory phase and the CBSP phase. For exam-
ple, within the CBSP phase, up to 5 sessions are assigned
to the delivery of each specific therapeutic technique
(e.g. appraisal restructuring). This is in accordance with
the evidence base for each technique listed. The session
planner recognises the opportunity to deliver multiple
therapeutic techniques within a given session thus offer-
ing a more comprehensive targeting of the psychological
architecture behind the patient’s suicidal thinking. How-
ever, this approach also presents a limiting factor since an
excessive number of techniques being delivered within
a single session is likely to undermine the focus of the
session, confuse the patient, and so reduce potential for
benefit. As such, we have learned to limit the concur-
rent delivery of therapeutic techniques to no more than
3 techniques within a single session. This delivery format
for the PROSPECT programme is consistent with our
previous and ongoing trials of psychological therapy to
suicidal patients, within inpatient and community set-
tings [33, 36, 83].
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Drop-out from trial intervention criteria

Participants can choose to stop receiving the therapy or
they can be withdrawn from the therapy by the trial ther-
apists. In the case of the latter, trial therapists will con-
sult with the participant and the prison and healthcare
staff about continuation in the intervention if there is any
deterioration in suicidal risk that is deemed to be related
to participation in the research trial. Specific criteria for
consideration of participant withdrawal will be:

— Occurrence of suicidal behaviour.

— Hospitalisation due to suicidal crisis.

— Clinically significant increase in frequency or inten-
sity of suicidal ideation.

Contingency plans for participants fulfilling any of the
above criteria are in line with normal good clinical prac-
tice and NICE guidelines [64]. However, if either par-
ticipant preference and/or clinical judgement indicate a
need for participant ‘drop-out’ from treatment for alter-
native interventions, these will be pursued.

We note that some participants allocated to the
PROSPECT programme arm may exercise their right
to withdraw from the intervention whilst remaining a
participant of the trial. The reason for drop-out will be
requested and recorded in the eCRF but the participants’
rights to not state a reason will be respected. Individuals
who drop-out of the treatment but remain participants
within the trial, will be invited to complete the 6-month
follow-up assessment. Such participants will be identified
as ‘non-completers’ and distinguished from those who
complete treatment (‘completers’) with further sensitivity
analyses conducted accordingly.

SESSION | 1 2

PREPARATORY Building engagement X | X
PHASE
Engaging client to talk about concerns and life values X
Identifying how suicidal thoughts / behaviours fit into X
concerns
Establishing a shared understanding / formulation X | X
Strengthening commitment to change & eliciting goals X X
for therapy
CBSP PHASE Attention control training X X X X X

Appraisal restructuring

Behavioural activation & Mood management

Problem-solving skills training

Schema / self-esteem work

Maintaining Wellbeing plans

Fig. 2 PROSPECT Programme Session Planner
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Elective discontinuation from the trial by individual
participants

Discontinuation from the trial can be decided upon by
individual participants. As stated in the consent forms,
deciding to no longer participate results in no detriment
to participants. Reasons for discontinuing in a trial, as
decided by participants, are varied. For example, partici-
pants may find that they are no longer willing to engage
in the research activities (e.g. researcher interviews, ther-
apy sessions) or have other family or work commitments
which they would prefer to prioritise attending. The rea-
son for discontinuation will be requested and recorded in
the eCRF but the individual’s rights to not state a reason
will be respected. The characteristics of the participants
who withdraw or are lost to follow-up will be compared
with those that remain within the trial and a sensitiv-
ity analysis will be conducted to assess the effects of any
missing data.

End of trial

The trial will end after the last patient recruited at base-
line has completed the 6 month (window of 5—9 months)
follow up. The declaration of end of trial will be submit-
ted to REC within 90 days of its completion. Following
this, all sites will be advised on the process for closing the
trial at sites.

Outcome measures

Co-primary outcomes

There are two co-primary outcomes for the trial. The
first outcome is a measure of suicidal ideation, planning
and intent over the last week. This will be assessed using
the Beck Scale for Suicide Ideation (BSSI: [3]). This self-
report questionnaire has been used extensively in clinical
samples, including prisoner patients [74, 89]. The second
co-primary outcome is the number of occurrences of sui-
cidal behaviour (SB) during the 6 months from randomi-
sation. Instances of suicidal behaviour will be collected
via self-report from participants with researchers using
an adapted version of the Suicide Attempt — Self-Injury
Interview (SASI: [52]) to improve recall and reporting of
SB. Following the EME guidance for multiplicity issues in
clinical trials, these two primary outcomes are ranked in
terms of clinical importance — BSSI, followed by SB.

Secondary suicide outcomes

Other important outcomes will also be assessed with all
such secondary outcome established as highly correlated
with suicide behaviour:

+ The Suicide Probability Scale (SPS: [16]) will be used
to assess future suicide potential. The 36-item SPS
was developed to measure four dimensions of suicide
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experience: hopelessness, suicide ideation, negative
self-evaluation, and hostility. In a sample of mental
health inpatients, the SPS demonstrated high internal
reliability with a Cronbach’s alpha of 0.92 (Bisconer
and Gross, 2007).

+ The Brief Suicide Cognitions Scale (B-SCS; [77]) pro-
vides a measure of thoughts, perceptions, and beliefs
that are commonly experienced by people who have
attempted suicide. A Cronbach’s alpha coefficient
of 0.91 has been reported for psychiatric inpatients
indicating good internal consistency, coupled with a
test—retest reliability coefficient of 0.84 [77].

Mechanistic and other clinical outcomes

We will also assess additional outcomes that have proven
to be established correlates and predictors of suicide ide-
ation and behaviour:

+ The Beck Depression Inventory-II (BDI-1I; [4]) will be
used to assess depressive symptoms. One of the most
widely used measures of depression, this 21-item
measure assesses the DSM diagnostic criteria for
major depressive episodes. The BDI-II has consist-
ently demonstrated good internal consistency and
test—retest reliability amongst adult clinical outpa-
tients [35] and inpatients [81].

+ The Beck Hopelessness Scale (BHS; [2]) will provide
a measure of negative future perceptions. Reliabil-
ity estimates for the BHS have been reported as 0.88
across various clinical samples, including those with
suicidal thoughts and behaviours and severe mental
health problems [2].

+ The Defeat and Entrapment scales developed by Gil-
bert and Allan [31] measure perceptions of being
defeated and trapped, which have been established as
key determinants of suicidal ideation and behaviour
[86]. Cronbach’s alpha for the Defeat and Entrapment
scales were reported as ranging from 0.93 to 0.86,
respectively, suggesting high levels of internal con-
sistency [31].

Other important clinical outcomes to be measured
are distressing psychiatric symptoms, personality dys-
function, self-esteem and coping. These will be meas-
ured through the Brief Symptom Inventory (BSL; [22]),
the Standardised Assessment of Personality — Abbrevi-
ated Scale (SAPAS; [62]), the Robson Self Concept Ques-
tionnaire (Robson, 1989) and the Coping Inventory for
Stressful Situations (CISS; [27]). A global assessment of
wellbeing come from completion of the ICEpop CAPabil-
ity measure for Adults (ICECAP; [1]).
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Health economics measures:

Health status and quality adjusted life years (QALYs)
will be measured using the 5-level version of the EQ-5D
(EQ-5D-5L) and associated published utility tariffs rec-
ommended by NICE at the time of analysis [23, 42, 44].
The QALY will be used as the primary measure of health
benefit for the economic evaluation. The EQ-5D is a vali-
dated generic health status measure, used in national
health surveys in the United Kingdom and in clinical
trials in mental health, covering five domains (mobil-
ity, self-care, usual activity, pain/distress, and anxiety/
depression). The five level version will be used in this trial
(no problems, slight problems, some problems, severe
problems or unable to do activity). The QALY and the
EQ-5D are the measures recommended for economic
evaluations by NICE [65]. There are 3126 possible health
states in the EQ-5D-5L (5 dimensions to the power of 5
levels=55=3126). The health status profiles will be con-
verted to utility values using the published utility tarifts
for the EQ-5D-5. The QALYs will be estimated as:

QALY = > ((Ui+ Uip1) /2 x (tiy1 — t)

where U=utility value and t=number of days between
assessments.

Data about the health and social care services used will
be collected from an adapted version of the Client Ser-
vice Receipt Inventory (CSRI; [5]) used in previous and
ongoing trials in this population group. All contacts with
health, social care, education and third sector organisa-
tions are recorded. This measure is designed to capture
a broad range of services that participants engage with
whilst in prison and following release from prison. For
each contact, the table captures the name of service,
whether the contact was in prison or the community, the
number and duration of contacts, the nature of the con-
tact (e.g. face-to-face, phone call) and who the contact
was initiated by. There is good evidence that with support
from the person administering the assessment, partici-
pants can complete the CSRI to provide valid self-report
health service use data [11, 13, 49] with self-reporting
shown to be as accurate, valid and reliable as case note
review [11].

The cost of the PROSPECT programme will be derived
from practitioner time attending initial training and
ongoing supervision meetings, as well as a detailed log of
therapy provided, completed by the Trial practitioners as
part of the fidelity assessment. To maintain the blindness
to allocation of research assessors, we will collect data on
staff time costs, including training, preparation and clini-
cal supervision, directly from the trial practitioners. The
unit costs of NHS and social care services will be derived
from national average unit cost data published in the
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NHS reference costs database, unit costs published by the
Ministry of Justice and the annual Unit Costs of health
and Social Care and the Unit Costs in Criminal Justice,
both published by the Personal Social Services Research
Unit (PSSRU). The costs of each service used by a par-
ticipant will be estimated as the total use of a service
multiplied by the unit cost of that service. These will be
summed to generate a total cost for each participant.

The EQ-5D-5L and health service use data (CSRI) will
be collected for all participants at baseline and 6-month
assessments. Health economics data (on psychosocial
support) will be collected in sealed envelopes (to main-
tain blindness) at each assessment and detailed process
information about the PROSPECT programme will
be collated from the practitioners’ files at the 6-month
assessments after programme delivery has been com-
pleted. A healthcare reception screen should be con-
ducted for all prisoners arriving at reception into prison
custody. This screen is usually conducted by a prison
nurse and so the consultation rate will be adjusted to
provide a more accurate reflection of service use. The
adjusted consultation rate will be calculated by reducing
the total number of consultations by one for each new
reception [54].

Therapy process measure

For those randomised to the PROSPECT therapy pro-
gramme arm of the trial, the therapeutic alliance will be
assessed using the Working Alliance Inventory — short
form (WAI; [39]), completed by both the participant and
therapist, after approximately four sessions and again at
the end of the therapy. To determine the effect of expo-
sure to the intervention, the therapist will also record (i)
the number of sessions attended, (ii) duration of each
session attended, and (iii) perceived level of understand-
ing and psychological formulation developed with the
participant.

Demographic, clinical and criminological data

In addition to the outcome measures detailed above, a
range of demographic (age, gender, ethnicity), clinical
(mental health diagnoses, previous suicide behaviour)
and criminological (index offence, sentence length, previ-
ous imprisonments) details will also be collected at base-
line. The researcher will also complete a contact sheet for
each participant, which will include contact numbers and
addresses provided by the participant, as well as a list of
services they are likely to be in contact with post-release.
This sheet will be completed in collaboration with the
participant and the participant will sign the form to con-
firm they give the research team permission to contact
them via the relevant services. Furthermore, clinical and
prison records will be accessed, subject to participant
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consent, to collect relevant information that the partici-
pant is unable to self-report accurately, e.g. psychiatric
diagnoses, offence details, serious incidents of self-injury
and violence.

See Fig. 3 for further information on which time point
each procedure or measure is completed.

We recognise the importance of minimising respond-
ent burden and have worked closely with our service
user co-investigator and collaborators in the selection of
the clinical outcome questionnaires. We believe that an
acceptable assessment pack of outcome measures has
been collaboratively developed which takes participant
burden into account. We remain open to conducting fur-
ther rationalisation of this assessment pack, and will pri-
oritise this task within the initial work of the PROSPECT
Service User Reference Group (SURG). Whilst a justifica-
tion can be made for the inclusion of all of the outcome
measures, we will continue to liaise with the SURG to
reconsider the inclusion of each measure. We also envis-
age the SURG collaborating with us on the piloting of the
administration of the self-report questionnaires to ensure
data collection is appropriately conducted in a manner
most acceptable to study participants.

Procedures

Eligibility assessment

Informed consent

Demographics

Clinical history

Criminal history

Randomisation

Participant contact sheet

Beck Scale for Suicide Ideation

Number of occurrences of Suicidal Behaviour (SB)
Suicide Probability Scale

Beck Depression Inventory- Il

Brief Suicide Cognitions Scale

Beck Hopelessness Scale

The Defeat Scale

The Entrapment Scale

Robson Self Concept Questionnaire
Coping Inventory for Stressful Situations
Brief Symptom Inventory

Standardised Assessment of Personality
ICE-CAP-A

EQ-5D-5L

Client Service Receipt Inventory

Fig. 3 Outcome measures and time-points for collection
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Data Management

Data collection tools and source document identification:

A web based electronic data capture (EDC) system will be
designed, using the InferMed Macro 4 system. The EDC
will be created in collaboration with the trial analyst/s
and the CI and maintained by the King’s Clinical Trials
Unit for the duration of the project. It will be hosted on a
dedicated server within KCL.

The CI or delegate will request usernames and pass-
words from the KCTU. Database access will be strictly
restricted through user-specific passwords to the author-
ised research team members. It is a legal requirement
that passwords to the EDC are not shared, and that only
those authorised to access the system are allowed to do
so. If new staff members join the study, a user-specific
username and password must be requested via the CI or
delegate (e.g. Trial Manager) from the KCTU team and a
request for access to be revoked must be requested when
staff members leave the project. Study site staff experi-
encing issues with system access or functionality should
contact the CI or delegate (e.g. Trial Manager) in the first
instance.

Participant initials and date of birth will be entered
on the EDC, NHS number, email addressed, partici-
pant names and addresses and full postcodes will not
be entered into the EDC. No data will be entered onto

Screening Baseline Follow Up
(0 months) 6 months
(window of 5-
9 months)
X
X
X
X
X
X
X
X X
X X
X X
X X
X X
X X
X X
X X
X X
X X
X X
X X
X X
X X
X X
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the EDC system unless a participant has signed a con-
sent form to participate in the trial. Source data will be
entered by recruiting site staff, typically within 2 days
of data collection by authorised staff onto the EDC by
going to www.ctu.co.uk and clicking the link to access the
MACRO 4 EDC system. A full audit trail of data entry
and any subsequent changes to entered data will be auto-
matically date and time stamped, alongside information
about the user making the entry/changes within the sys-
tem. The CI team will undertake appropriate reviews of
the entered data, in consultation with the project analyst
for the purpose of data cleaning and will request amend-
ments as required. No data will be amended indepen-
dently of the study site responsible for entering the data.
At the end of the trial, the site PI will review all the data
for each participant to verify that all the data are com-
plete and correct. At this point, all data can be formally
locked for analysis. Upon request, KCTU will provide a
copy of the final exported dataset to the CI in.csv format
and the CI will onward distribute as appropriate.

Data storage and retaining study documentation:

All information will be kept strictly confidential and held
in accordance with the principles of the Data Protec-
tion Act. Trial data will be stored safely and securely on
a dedicated server at KCL. Any information about the
participant obtained following their consent from their
records held at site will be recorded against a participant
identification number (pseudonymised format). Audio
recordings of therapy sessions and qualitative interviews
will be stored securely (indexed by study number only)
on an encrypted and password-protected University of
Manchester computer. Only the research team will have
access to these data. Paper copies of the relevant trial
documentation will be stored at the University of Man-
chester for a minimum of 15-20 years after publication
of the trial results. For audit purposes, electronic cop-
ies will be retained for the duration advised by the NHS
Research Ethics Committee (typically 5 years). We shall
then deposit a pseudonymised data set in the databank
maintained by the Offender Health Research Network.

Data analyses of the RCT
Analysis will follow intention-to-treat principles and we
will follow the CONSORT statement for non-pharmaco-
logical interventions. Treatment effects for patient-level
outcomes will be analysed using a linear mixed models
with random effects for practitioner and treatment allo-
cation [76], fitted to the 6-month outcome variables.
Within the first six months of the trial, the trial stat-
istician will develop a detailed statistical analysis plan
for primary and secondary outcomes, including any
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sub-group analyses. This plan will be presented to and
agreed with the IDMC and PSC prior to the allocation
codes being released and commencement of any data
analysis. The statistical analysis plan will be submitted for
publication within the trial protocol as soon as is feasible
and before the completion of data collection.

The following baseline data will be presented to dem-
onstrate the extent of comparability between randomised
groups: demographic (age, gender, ethnicity), clinical
(mental health diagnoses) and criminological data (index
offence, sentence length, previous imprisonments). A
consort flow diagram will be used to show participant
flow with reasons (where known) for discontinuation.

Primary analysis of suicide ideation (BSSI) measured at
6 months (window 5-9 months) will use a linear mixed
model with adjustment for baseline BSSI, stratification
criteria and prognostic baseline covariates. The adjusted
mean differences will be presented with 95% confidence
intervals. BSSI is expected to be positively skewed and so
the standard error and confidence interval for the treat-
ment effect will be estimated by applying a bootstrap
procedure [25] using the percentiles based on the results
of 5000 replications (using the trial participant as the
sampling unit). Primary analysis of suicidal behaviours
(SB) measured within 6 months from randomisation will
use a mixed model for count outcomes. The appropriate
model with be chosen depending on the distribution of
this variable. Analysis will adjust for baseline BS, strati-
fication criteria and prognostic baseline covariates. The
adjusted incident rate ratio will be presented with 95%
confidence intervals. Due to the hierarchical ordering
of these primary outcomes, no confirmatory claims can
be made with regards to treatment benefit on SB unless
it has first been demonstrated on BSSI. Secondary out-
comes will be assessed using linear mixed models with
similar adjustments. Analysis of primary and secondary
outcome measures will be by intention to treat and will
therefore include outcomes for all randomised partici-
pants in the group to which they were allocated, regard-
less of protocol adherence.

A therapeutic dose response model will be used to
assess the effect of time engaged in therapy on treat-
ment benefit. A complier average causal effect (CACE)
model will be used to examine the treatment effect in
those defined as ‘compliers. Compliance will be defined
from practitioner notes as a participant having started
the ‘CBSP Phase’ of therapy. Treatment effect will be esti-
mated within the subgroups defined by whether a partici-
pant has a history of suicide (Yes/No). As the study was
not powered to investigate subgroup effects, this will be
a purely exploratory analysis. All inferential analyses will
adjust for stratification factors used in randomisation.
Additionally, baseline outcome and prognostic variables
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will be adjusted for to improve power. Where outcome
variables are skewed, bootstrapped confidence intervals
will be presented. There will be no interim analysis of
outcome data during the trial.

All efforts will be made to obtain outcome data for
randomised participants. This will include following up
participants who transfer prisons or are released prior to
their 6 month follow up assessment. Reasons for with-
drawal of consent to follow up with be recorded and tab-
ulated where participants are willing to provide a reason.
The primary analysis will include all available data under
a missing at random assumption. Sensitivity to missing
data mechanisms will be assessed, and if required mul-
tiple imputation or inverse probability weighting used to
account for missing outcomes.

Health economic evaluation:

A detailed economics analysis plan will be approved by
the PSC prior to analysis of follow up data. The analysis
plan will be informed by published literature supple-
mented with descriptive analysis of pooled (unblinded)
baseline data to identify key covariates for imputation
and regression models for the follow up data. The meth-
ods used to deal with missing follow-up data will be
determined according to the extent and pattern of miss-
ing data (e.g. multiple imputation, missing indicator or
propensity score methods) [28, 90, 91].

The economic data will be analysed using an intent-to-
treat approach. The cost perspective is that of the care
providers/funders (health and social care and prison ser-
vices) and the time horizon for the primary care analysis
is the 6-month follow up of the trial. The primary meas-
ure of interest for the economic analysis is the incre-
mental cost effectiveness ratio (ICER), a joint measure
of costs and outcomes. Accordingly, no statistical tests of
differences in mean costs or outcomes will be conducted.
The ICER is estimated using the formula shown in Fig. 4.

Regression analysis will estimate the net costs and
health benefit of the PROSPECT programme, controlling
for baseline covariates and used to generate cost-effec-
tiveness acceptability curves (CEAC) for the primary and
all sensitivity analyses. Covariates will be determined in
the same manner as for the statistical analysis and used to
generate cost-effectiveness acceptability curves (CEAC)
for the primary and all sensitivity analyses.

The estimates of incremental costs and outcomes
from the regression will be bootstrapped to simulate

Costprospect — COStusual care

Utilityprospect— Utilityusual care

Fig.4 Formula for incremental cost effectiveness ratio (ICER)
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10,000 pairs of net cost and net outcomes of the inter-
vention group for a cost effectiveness acceptability analy-
sis, as recommended by for health technology appraisals
[65]. This will include generating the cost-effectiveness
plane, net benefit statistic, cost effectiveness acceptabil-
ity curves and probability the PROSPECT programme is
cost effective compared to usual care [65].

In the absence of a universally agreed threshold willing-
ness to pay value per QALY gained we plan to use a mid-
estimate willingness to pay threshold value of £15,000
per QALY gained, with a range of £0 to £30,000 thresh-
old values. The final mid-estimate and range of threshold
values will be determined on the basis of published guid-
ance at the time of analysis [12].

Sensitivity analysis will be used to test the impact of
assumptions and data on the ICER and results of the cost
effectiveness acceptability analysis. These will include:
the method of handling missing data, the health benefit
measure used in the ICER and the time horizon of the
analysis. The choice of sub-groups will be informed by
discussion with the clinical team about prison or pris-
oner characteristics (moderators) likely to affect either
costs or health benefit.

There is limited evidence about the effectiveness and
cost-effectiveness of suicide prevention programmes in
prison settings. Hence, we will use a decision analytic
model to extrapolate over a longer time horizon than the
6-month trial-based analysis. The development and anal-
ysis of the model will include:

1. A focused review of published evidence and guide-
lines to identify evidence about:

a. The effectiveness of suicide prevention pro-
grammes in prison settings and the maintenance
of any effect beyond 6-months.

b. Existing economic models and methods used
to evaluate suicide prevention programmes in
prison settings.

c. Data about the costs, outcomes and cost-effec-
tiveness of suicide prevention programmes in
prison settings.

2. The model structure will be developed iteratively
with the full team of researchers and clinical experts.
The starting point will be a draft model structure
developed from the focussed review and materials
developed as part of the research programme.

3. The model will be populated using data from the
6-month trial plus clinical and economic data from
the focussed review that allow extrapolation over a
longer time period. All the model analyses will use a
cost effectiveness acceptability approach to estimate
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the likelihood that the PROSPECT programme is
cost effective.

4. The model will use the 6-month trial data and data
from the focussed review to extrapolate the costs,
outcomes and cost-effectiveness estimates over
longer time frames. We will use assumptions/sce-
narios about the longer-term impact of the interven-
tion, which will be developed with the full research
team. We will use threshold analysis to determine the
minimum effect required for the PROSPECT pro-
gramme to be cost-effective. If there is no observa-
tional or trial-based evidence from the review about
the likely effectiveness of suicide prevention pro-
grammes beyond 6 months, the model will be used
to conduct extensive threshold and scenario analyses
to assess how effective the PROSPECT programme
would need to have more than a 50% likelihood of
being cost-effective.

Process evaluation

Alongside the RCT, there will also be a process evalua-
tion that investigates the nature and context in which the
intervention is delivered. Specifically, we will ask “What
are the facilitators and barriers to the future implemen-
tation of the PROSPECT programme across the prison
estate?” The design of the process evaluation follows the
MRC guidance on process evaluations of complex inter-
ventions. We will draw on a recognised implementation
framework, iPARIHS (Integrated Promoting Action on
Research Implementation in Health Services, [38], to
inform data collection and analysis. The mixed method
process evaluation will draw on multiple sources of data
to create a rich picture of implementation in practice,
enabling us to understand both barriers and facilitators
to delivery of the intervention, and to determine if and
how implementation success or failure contributes to the
RCT outcomes.

Data to inform the different elements of the process
evaluation will be collected via semi-structured inter-
views with staff and prisoner participants, an observa-
tional study, and quantitatively with regard to the level of
implementation of the Prospect programme. The strat-
egy has been developed to enable the process evaluation
research questions to be addressed, but sufficiently flexi-
ble to enable the process evaluation to adapt to the needs
of the project. A key consideration for the data collection
strategy was to ensure a balance was struck between cap-
turing a representative breadth of data and views as well
as the depth of information to understand participant
journeys through the Prospect programme.
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Semi-structured interviews:

Semi-structured interviews will be conducted with par-
ticipants receiving the Prospect Programme, practition-
ers delivering the Prospect Programme, the PROSPECT
researchers recruiting participants, and staff employed
in key roles within the four host prisons. For prisoner
participants, we will interview some participants only
once, but others will be interviewed up to three times to
understand the barriers and facilitators of participation
at key time points in delivery of the Prospect programme.
Across the four prisons, we plan to recruit up to 48 pris-
oner participants who are receiving the Prospect pro-
gramme. Of these, we anticipate interviewing between
six and 24 participants up to three times, depending on
the needs of the project. There will be some prioritisa-
tion to interview participants during the internal pilot
stage to identify any early implementation issues. We
will also interview between 8 and 16 staff participants,
selected from prison-based staftf involved in key roles
in the care and management of prisoners who present
a risk to themselves. Furthermore, the trial therapists /
practitioners directly involved in delivering the Prospect
programme (n=4-10), and those with experience work-
ing as a PROSPECT trial researcher (n=4-10) will also
be invited to take part in semi-structured interviews. In
order to capture early implementation challenges faced
by the practitioners, as well as obtaining a good under-
standing of how such challenges are resolved or persist
throughout the life of the trial, we plan to interview each
Prospect Practitioner and Researcher approximately
every six months, up to a maximum of four interviews
over the two years of the trial.

Observational study

The purpose of the observations is to learn more about
any contextual factors that could act as barriers or facili-
tators to the implementation of the PROSPECT inter-
vention. In line with the I-PARIHs context construct,
relevant contextual factors could include the priorities,
culture, and relationships present within the establish-
ments where PROSPECT is being delivered. We will use
maximum variation sampling based on the observed
characteristics of the professional sample. Across the
four prison sites, we will recruit four to eight members
of prison staff. Participants for this study will be identi-
fied from within the interview sample. The observa-
tions will be focused and targeted in nature and aim to
explore any tensions/gaps/inconsistencies that emerge
from the interview data, as well as relevant contextual
factors. The observations will focus on planned activi-
ties attended by prison staff or Prospect staff who have
taken part in semi-structured interviews. Observed
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activities MUST relate to the management of suicide or
self-harm in prison. These could include (but are not
limited to) ACCT reviews, safety intervention meetings,
complex case meetings, and mental health case reviews
or handover meetings. There can also be an element of
snowballing. For example, if during the observations or
semi-structured interviews other planned activities that
would be beneficial to observe come to light, then these
can also be pursued.

Process evaluation analysis plan

We will produce descriptive statistics for the quantita-
tive outcomes. For the qualitative data, we will combine
interview transcripts and field notes recorded from the
observation case studies in Nvivo. We will use Reflexive
Thematic Analysis, guided by the iPARIHS framework,
to create higher order themes. The initial qualitative
analysis will be completed blind to the trial outcome to
enable open exploration of the themes. We will use a con-
vergence coding matrix to synthesise the different data
sources [87]. The synthesis will be interpretative rather
than aggregative (as the qualitative and quantitative data
cannot be formally combined). We will tabulate the data
from each part of the evaluation according to the MRC
implementation constructs. This will be in the form of
summary statistics for the quantitative data and higher
order themes and selectively coded exemplar text from
the qualitative data. We will organise data corresponding
to each site, to enable us to check for differences and sim-
ilarities across settings. The analysis team will iteratively
review within and across the organised data to identify
patterns, guided by the iPARIHS framework (i.e. attend-
ing to interacting roles of context, facilitation, recipients
and innovation) and reflecting back on the pre-existing
prototype logic model [15]. The goal output is to produce
a revised “Type 4” logic model [56], whereby the proto-
type logic model is tested and adapted using the process
evaluation data. This enables completion of a contextu-
ally sensitive and evidence based final logic model for
future delivery of the programme.

Fidelity measures

In the feasibility trial, a protocol was developed for offer-
ing the PROSPECT programme for suicidal prison-
ers which incorporated checks for patient accessibility/
acceptability, practitioner adherence, and therapeutic
alliance [74]. Despite prisoners being described as a dif-
ficult-to-engage clinical group, over 70% of participants
randomised to therapy attended five or more sessions,
out of a maximum of 20, with an average of 9 sessions
attended. The ‘Did Not Attend’ rate was less than 6%.
Ratings of practitioner adherence to the protocol and
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participant acceptability were above acceptable levels
[74].

Within the nested process evaluation, we will assess
treatment integrity by monitoring adherence/fidelity to
the PROSPECT programme protocol and practitioner
competence. Treatment fidelity will be ensured through
regular supervision of the trial practitioners and assessed
by audio recordings of therapy sessions, where permis-
sion to do so has been granted by the participant, with
10% (randomly chosen) rated for adherence to the treat-
ment manual by a member of the project team using the
bespoke Treatment Module Checklist, which lists the
permitted treatment modules. Also, practitioners and
participants will be invited to complete an assessment
of the therapeutic alliance [39], after approximately four
sessions and again at the end of the therapy.

Custodians of the data
It should be noted that the Chief Investigator is the cus-
todian of the data.

Discussion

Strategies to improve and monitor treatment adherence
The PROSPECT programme will be delivered by accred-
ited Psychological Practitioners (e.g. BABCP accred-
ited Psychological Practitioners or HCPC registered
Clinical/Forensic/Counselling Psychologists) with one
practitioner allocated to each of the four prisons in the
intervention arm of the trial. Trial Therapists / practi-
tioners will already be well trained in delivering psycho-
logical therapies, but they will also undergo an intensive
training period to gain familiarity with the specifics of
the PROSPECT programme, led by the programme team
members. The training will involve a combination of
interactive lectures and seminars, modelling, role-plays,
reading assignments, and homework exercises, which
will be delivered by the Chief Investigator (DP) who has
extensive training and several years of experience with
the CBSP intervention. We anticipate this training will
be delivered once at the outset of the trial, although indi-
vidual training will also be delivered for any replacement
practitioners who join the trial at a later date. During the
trial, practitioners will receive fortnightly supervision
from the Chief Investigator (DP) and other experienced
Clinical Psychologists familiar with the treatment proto-
col. Teleconferencing technologies will be used to ensure
practitioners working in both the Northwest and York-
shire regions can access clinical supervision. Supervision
will focus on individual client work, techniques deliv-
ered by the therapist, intervention planning and prob-
lem-solving any barriers to implementation. Adherence
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will be monitored throughout the intervention delivery
period using a structured therapy delivery diary.

Ethics, governance and safety

Strategies for assessment and management of risk

The safety of participants will be of paramount impor-
tance throughout the trial. Whilst some participants may
feel some distress whilst completing some of the patient
questionnaires, there is no reason to believe that research
procedures will increase suicide risk to participants. An
established literature has now refuted the idea that dis-
cussing suicidal behaviour automatically increases the
risk of such behaviour [7, 18, 19, 46] with findings sug-
gesting that individuals are more likely to derive benefit
from participation than experience harm [85]. Never-
theless, a pertinent ethical issue of this study may be the
increased burden for participants in completing the self-
report assessments.

From the outset, we will take care to inform partici-
pants exactly what is involved in taking part, and allow
for as many comfort breaks as needed, with all assess-
ment measures handled sensitively and at the partici-
pant’s preferred pace for completion. In a previous study,
we found that many participants reported positive expe-
riences of taking part in suicide prevention research,
in terms of feeling involved in important research, the
cathartic value of talking about suicide, and an enjoyable
inter-personal experience [85].

This trial may actually benefit individual participants
since cognitive behavioural therapies are not routinely
available for suicidal patients in prison. Furthermore, all
participants taking part in this trial, in both the PROS-
PECT therapy programme plus TAU and the TAU alone
groups, will receive an enhanced level of monitoring such
that any participant deemed to be at suicidal risk will be
identified and immediately directed to appropriate care
available within the host institution. Our feasibility trial
with this patient group reported a modest benefit of
entering the TAU condition, likely due to the additional
monitoring and sensitive manner of the research asses-
sors [74]. No treatments will be withheld during the trial,
with all participants having access to the support they
were receiving before the research study (e.g. Prison GP,
Mental Health Team, Drug & Alcohol Team), so there
is no expected disadvantage in taking part. Participants
will not receive payment for participating in the trial,
but assurances will be sought from the host prison gov-
ernor that participants will be authorised to miss their
usual work responsibilities in order to attend therapy
or research appointments without affecting their usual
wage.
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Participant risk management

Inherent in the nature of the population eligible for the
trial is the risk of suicide. All participants will remain
under the care of the prison GP throughout the dura-
tion of the trial. The prison GP will be responsible for
all patient-level treatment and management decisions,
including prescribing, referral and assessment of risk.
This arrangement will be made clear to all clinicians and
prison staff involved in the ongoing care of patients in
this trial. The pragmatic nature of this trial means that we
will not seek to influence this arrangement.

In addition to the usual arrangements described above,
participants in the trial will also be subject to our detailed
policies and standard operating procedures, informed by
good clinical practice, for monitoring and managing sui-
cide risk during all researcher encounters with trial par-
ticipants. The distress protocol will be followed should
any participant disclose suicidal thoughts during any
encounter with the research team, or if the research team
have reason to suspect the participant is experiencing an
increase in suicide risk. Research Assistants (RA) will be
well-trained in our distress protocol and receive regular
clinical supervision to ensure adherence to the proce-
dure. Participants’ suicide risk status is assessed at each
of the trial’s assessment interviews, including follow-ups,
with specific questions focussed upon suicidal thoughts
and plans. The distress protocol worked effectively in our
feasibility trial where no serious adverse reactions were
recorded.

Researcher risk management

All members of the research team, which includes prac-
titioners and RAs, will abide by the lone working poli-
cies of their employer(s). For the aspects of the research
that take place in a prison setting, the research team will
undertake the necessary induction training and secu-
rity clearances as determined by the individual prison
and will abide by the health and safety policies and pro-
cedures of the prison. A risk assessment for the study
has been conducted and a researcher safety protocol is
in place that all research staff will be familiar with prior
to undertaking research activities. All researchers will
receive clinical supervision on a fortnightly basis and will
be able to speak to the CI or Programme/Trial Manager
between clinical supervision sessions.

There is a possibility that research participants may tell
the researcher information that the researcher will have
a duty to disclose to the appropriate authorities. Par-
ticipants will be informed via the Participant Informa-
tion Sheets that the researchers may have to disclose any
information that raises concerns about participant safety
or the safety of others, information regarding undisclosed
illegal acts or any current plans of future illegal activities
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behaviour that is against the prison rules, or informa-
tion that raises concerns about terrorist, radicalisation or
security issues. Additionally, prison staff or other profes-
sionals taking part in the research will be informed that
researchers will have a duty to inform the appropriate
authorities should they disclose information about mis-
conduct or poor practice.

COVID-19 risk

COVID-19 is likely to be an ongoing, dynamic risk fac-
tor throughout the duration of the trial. This includes
risk to the research staff, practitioners, and participants
in terms of increased risk of getting COVID-10, but may
also interfere with recruitment of participants, data col-
lection, and delivery of the PROSPECT programme.
Individual prisons have, in collaboration with Her Maj-
esty’s Prison and Probation Service (HMPPS), developed
protocols for safe working. These protocols include vary-
ing levels of restrictions depending upon the number of
cases of COVID-19 within each prison and the level of
cases/transmission within the wider geographical area of
each prison.

At all times, the research team will adhere to the proto-
cols in place at each of the prisons to minimise risk to the
participants, members of the research team, and to the
staff working in the prison. This will include the wearing
of protective clothing, using meeting rooms with ade-
quate space to allow for social distancing, and potentially
limiting contact with participants to remote contact. In
the event of the latter of these restrictions, the research
team will continue to deliver the PROSPECT programme
via phone or tablet as discontinuing the therapy may pre-
sent a risk to participants who have already started ther-
apy. Research activities, including recruitment and data
collection, will continue where possible, although may
be paused for a period of time until face-to-face contact
is permitted again. This may have implications for the
timely completion of the RCT, but as the study is being
run in four prisons any restrictions in one prison can be
offset by increasing research activity in the other prisons.

Safety reporting

Adverse Events (AEs)

An adverse event (AE) reporting system will be used on
the trial. Suicidal ideation, self-harm, harm to others and
property will be routinely recorded and it is expected
that these will occur for some participants. These will
include, ideation alone with no behaviour (suicidal idea-
tion or self-harm ideation), self-harm or suicidal behav-
iour (cutting self, biting and breaking the skin, severely
scratching or running anything on the skin, using cor-
rosive substances on the skin, sticking sharp objects into
the skin, pulling out hair, burning with a cigarette lighter
or match, scolding the skin, swallowing objects, choking
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or blocking airways, inserting objects into body cavi-
ties, overdosing with prescribed medication, overdosing
with non-prescribed medication, taking illicit substances
(not including medication), taking poisonous substances,
inducing vomiting, over-eating, eating something that is
known to cause an allergic reaction, food or fluid refusal,
refusing medication, violence towards an inanimate
object (e.g. a wall or door), ligaturing/hanging, drown-
ing, severing body parts, electrocuting), events involving
others (threats to harm others / violence, actual harm to
others / violence). It should be noted that these may be
Serious Adverse Events (SAEs) depending on the severity
of injuries and outcomes of the behaviour. These events
do not require further follow up unless there is evidence
that these are research related but each event should be
recorded from consent until 1 month after the final fol-
low-up assessment is completed. Any untoward medical
occurrence that is not included in the definition above
will not be reported.

Serious Adverse Events (SAEs)

All SAEs occurring from the time of consent until 1
month after the final follow-up assessment completion
will be recorded on the SAE report form and emailed to
the Prospect Trial Manager and CI (as sponsor’s repre-
sentative) immediately and within 24 h of the research
staff becoming aware of the event. Any change of condi-
tion or other follow-up information will be reported to
the Trial Manager and CI as soon as it is available, or at
least within 24 h of the information becoming available.
Events will be followed up until the event has resolved or
a final outcome has been reached.

The Trial Manager and CI will review the SAE form.
If the SAE is related to participation in the trial, the CI
will review the expectedness in relation to the nature
or severity of which is not consistent with the effects or
consequences of participation in a psychological inter-
vention trial. All adverse events that are research related
will be reported by the CI to the relevant host prison
responsible clinical team and the Data Monitoring and
Ethics Committee (DMEC) on a regular basis and in an
expedited fashion. Fatal or life-threatening events will
be reported to the Programme Steering Committee, the
DMEC and the relevant Ethics Committee within seven
days of knowledge of such cases.

Monitoring of adverse events

Due to the nature of the participant sample, it is antici-
pated that a number of suicide-related adverse events
(expression of suicidal ideation, intent, behaviours and
attempts) will occur in both the active and control arms
of the research trial. As stated, suicidal behaviour is one
of the primary outcome measures of this study. However,
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should the IDMC become aware of an inflated rate of
suicide-related adverse events in the active, relative to the
control, arm of the trial that is attributable to participa-
tion in the trial, then the PSC may be alerted to consider
recommending a premature discontinuation of the trial
(Duggan et al., 2014).

Reporting urgent safety measures

The Sponsor or Investigator may take appropriate urgent
safety measures (USMs) in order to protect the partici-
pant of a clinical trial against any immediate hazard to
their health or safety without prior authorisation from
the ethics committee. Where the researcher / practi-
tioner takes urgent action that is not consistent with
the protocol to prevent harm to a subject on a trial, they
must immediately inform the Trial Manager and give
full details of the measures taken and the decision-mak-
ing process surrounding the action(s) taken. The Trial
Manager will inform the CI, Sponsor and REC of these
measures immediately, but no later than 3 days from the
date the actions were taken. Written notification in the
form of a substantial amendment is also required, which
is anticipated within approximately 2 weeks of initial
notification.

Dissemination

Established dissemination practices will be adopted with
a number of methods of disseminating the findings of
the research to be used in order to ensure various tar-
get audiences receive feedback from the study. Results
will be written up for a peer-reviewed publication in an
academic journal. Additional publications will also be
sought to reach a wide practitioner audience, rather than
a single speciality publication. Findings will also be pre-
sented at national and international conferences and/or
seminars to other mental health and forensic profession-
als. Throughout the study, a regular newsletter will be
produced and made available to all prisoners and staff,
which will summarise the current progress of the study
and reinforce participation and support.

To feedback the results of the study to potential recipi-
ents of the new PROSPECT programme and other inter-
ested users of prison services, a series of presentations
and seminars will be held with the local and national
offender forums and agencies. We will collaborate with
the ex-offender SURG group with such activities. Also,
our collaborating charity partners have agreed to pro-
mote the study and its findings throughout the service
user and offender communities. We shall also use our
existing relationships with other prison charities to
ensure the findings and implications of the study can be
disseminated via forums and publications targeted at
prisoner governors and policy makers. A summary of
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findings will also be forwarded to every prison governor
in England and Wales.

Furthermore, as members of the Health and Justice
Research Network (https://sites.manchester.ac.uk/hjrn/)
with established links with HM Prison and Probation
Service’s Safer Custody Group, we will be able to inform
the development and delivery of psychological interven-
tions for the prevention of suicide in prisons, both on a
local and national level. We will also make recommenda-
tions to regulatory and advisory bodies, including NICE,
British Psychological Society, and the Royal Colleges of
Psychiatry and Nursing.

Patient and Public Involvement (PPI)

The authors’ programme of prison suicide prevention
research has been inspired and informed by several ser-
vice users who identified an area of unmet need based
on their own personal experiences. By working alongside
people with lived experience, in a truly collaborative and
open manner, we are confident this trial is grounded in
the concerns of people who have experienced suicidal
crises and distress whilst incarcerated in prison. The
research team includes a service user and service user
collaborators.

The PPI lead (DH), who has personal experience of
suicidal distress and imprisonment, has been fundamen-
tal in the planning, decision making, design and devel-
opment of this trial alongside fellow co-investigators.
Working in partnership with the CI, the PPI lead has
substantially been involved in carrying out extensive
project development work, including reviewing relevant
literature, investigation and evaluation of current ser-
vice provision, advocating offender stakeholder views,
and consolidating the formation of the project team to
provide the necessary expertise for this research. Addi-
tionally, we were awarded a small grant from the Public
Involvement Fund of the NIHR Research Design Service
North West which enabled the research team to conduct
two open events where an overview of the PROSPECT
programme was presented to people with lived experi-
ences of suicidality as prisoners. We have also consulted
with our existing service-user reference groups that are
associated with NIHR and MRC grants investigating sui-
cide in mental health inpatients and people experiencing
psychosis. These events and consultations have contrib-
uted advice and opinion on the aims, design and methods
of the current protocol. One example of a specific change
resulting from this work is the employment of a Ser-
vice User Researcher within the study to help maximise
recruitment and engagement of participants in this par-
ticularly sensitive mental health issue.

Furthermore, we are working with local and national
offender health service user organisations to shape the
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research design, methods and processes to be adopted
in the trial. Specifically, we are working with Revolving
Doors to ensure continued consultation and active ser-
vice user involvement throughout all stages of design and
execution of the research development process. These
collaborations have enabled us to establish our frame-
work for the PROSPECT Service User Reference Group
(SURG). The PROSPECT SURG comprises of reformed
offender researchers and local ex-offenders with experi-
ence of prison healthcare services, and is chaired by our
PPI lead. All members of the SURG will have personal
experiences of suicidality within a prison setting, either
directly themselves or as Samaritans trained ‘Listeners’
working within the prison. The SURG will lead on the
public and patient involvement elements of the study and
provide a forum for consultation throughout the duration
of the trial.

As established within the feasibility trial, the SURG will
be integral to the delivery of the proposed study and sup-
ported in maintaining active involvement in all stages of
the project from jointly developing the work described in
this application through to the recruitment, data inter-
pretation, reporting, and dissemination. Specifically, the
Service User Co-applicant will be invited to represent the
SURG at all Programme Management Group meetings
and members of the SURG will be routinely invited to
attend the Programme Steering Committee. As is stand-
ard practice for our trials, the selection and writing of
participant materials (information leaflets and consent
forms, clinical materials, training materials, etc.) will be
overseen and edited by the SURG. SURG members will
also be influential in research and clinical staff training
needs associated with the study and with providing an
on-going focus on ethical matters concerning the emo-
tional and practical needs of participants.

The SURG will also be actively involved in develop-
ing and delivering our dissemination strategy to ensure
the outcomes of the trial are communicated in a manner
that is inclusive and available to people who use prison
healthcare services. Informed by our feasibility trial dis-
semination strategy, we will deliver a series of presen-
tations and seminars held with offender forums and
agencies, at a local and national level. We follow national
guidelines on the involvement of the public in research
and our payment procedures for SURG members’ contri-
butions are in keeping with national recommendations
(see www.invo.org.uk).

Trial management

A Programme Steering Committee will be established
and will comprise an independent chair, an experienced
clinician, an independent statistician, and at least one
service user representative with lived experience of the
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criminal justice system. The Chief Investigators (CI) will
also attend the PSC accompanied by other senior study
collaborators, where necessary. The PSC will oversee all
aspects of the research including the trial and will make
decisions on its continuation including the go/stop crite-
ria for the internal pilot. The PSC will meet at least once
per year.

An Independent Data Monitoring Committee (IDMC)
will be established with all members to be independent
as defined by NIHR research governance guidelines and
should comprise of a clinician as chair, a further clini-
cian and a mental health statistician. The IDMC will
review serious adverse events considered by the CI to be
research related and look at outcome data regularly dur-
ing data collection. The Trial Statistician will attend the
IDMC as appropriate. The Chief Investigators will only
attend the IDMC when invited by the IDMC Chair. The
IDMC will meet at least once per year.

The Programme Management Group (PMG) will con-
sist of the Chief Investigator (DP), co-investigators, Pro-
gramme/Trial Manager, and Trial Statistician and will
consider day-to-day management issues and the overall
progress of the trial. The PMG will meet on an at least
monthly basis.
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